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Stephen Paul Mahinka 
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BY HAND 

September 16, 1999 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 c St., S.W. 
Washington, DC 20204 

Dear Sir or Madam: 

Morgan, Lewis 
cBo&ius up 

COtrNSELORS AT LAW 
, 

This notification is being filed pursuant to section 403(r)(6) of the Federal Food, Drug and 
Cosmetic Act (“FFDCA”), 21 U.S.C. 5 343(r)(6), and in accordance with the requirements of 21 
C.F.R. $ 101.93. Uniweal, Ltd., Room 803, Corn Yan Center, 3 Jupiter Street, North Point, 
Hong Kong, People’s Republic of China, plans to market adietary supplement bearing the 
following statements on the label and/or in the labeling: 

Name of supplement: TIMYZOROLATM 

Dietary ingredients: Rehmannia (Di-Huang) (prepared root) 

Chinese Yam (Shan-Yao) (root) 

Asiatic Dogwood (Shan-Zhu-Yu) (fruit) 

Alisma (Ze-Xie) (root) 

Polyporus (Fu-Ling) (filament) 

Tree Peony Bark (Mu-Dan-Pi) (cortex) 

Cassia (cortex) 

Prepared Aconitum Tuber (Fu-Zi) (root) 
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Structure/function statements: 

1. 

2. 

3. 

This product supports healthy kidney and urinary function. This statement is the 
subject of Guifi,t Dihuang Pills, which contains Rehmannia @i-Huang) (root), Chinese 
Yam (Shan-Yao) (root), Asiatic Dogwood (Shan-Zhu-Yu) (Suit), Alisma (Ze-Xie) 
(root), Polyporus (Fu-Ling) (filament), Tree Peony Bark (Mu-Dan-Pi) (cortex), Cassia 
(cortex), and Prepared Aconitum Tuber (Fu-Zi) (root). 

This product promotes a healthy prostate. This statement is the subject of 
TIMYZOROLArM, which contains Rehmannia @i-Huang) (root), Chinese Yam (Shan- 
Yao) (root), Asiatic Dogwood (Shan-Zhu-Yu) (fruit), Alisma (Ze-Xie) (root), 
Polyporus (Fu-Ling) (filament), Tree Peony Bark (Mu-Dan-Pi) (cortex), Cassia 
(cortex), and Prepared Aconitum Tuber (Fu-Zi) (root). 

This product helps increase energy levels. This statement is the subject of Guifi,r 
Dihuang Pills, which contains Rehmannia (Di-Huang) (root), Chinese Yam (Shan-Yao) 
(root), Asiatic Dogwood (Shan-Zhu-Yu) (hit), Alisma (Ze-Xie) (root), Polyporus (I%- 
Ling) (filament), Tree Peony Bark (Mu-Dan-Pi) (cortex), Cassia (cortex), and Prepared 
Aconihun Tuber vu-Zi) (root)* ,_. ,,), ,~,,~~9Li~~~l~~,~~~~-~, 

Summary of Substantiation: 

The claims “this product supports healthy kidney and urinary function” and “helps increase 
energy levels” are based on and supported by reference to authoritative scientific literature. 
TIMYZOROLATM is identical to Guim Dihuang pills, the beneficial effects of which have 
been well characterized by authoritative scientific literature. 

. , . 
The -la of the People s Repubhc of Cu which is approved by the Ministry of 
Public Health of the People’s Republic of China, states that Guifu Dihuang Pills is comprised . 1 of the above eight dietary ingredients (m attached).u The moera of the Peu 

. 
ubhc 

. 
of Ch states that the action of Guifi Dihuang Pills is to “reinforce the yang of the 

kidney,” and that Guifu Dihuang Pills is indicated for “deficiency of the yang of the kidney 
marked by cold sensation in the loins and knees, edema of the limbs, oliguria, or on the 

~EPHARMACOPOEIACOMMISSIONOF PRC,PHARMA COPEIAOFTHEPEOPLE'SREPUBLIC 
OF CHINA (English ed. 1997, Chemical Industry Press) at 288 (1997). 

U401B/15858.1 2 
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contrary polyuria, or marked by retention of fluid with cough and dyspnea, as well as 
djabetes.“a 

Further, the Pharmacopoeia of the People’s Republic of China states the following actions and 
indications for the component ingredients of Guim Dihuang Pills: 

. 

. 

. 

b 

l 

l 

. 

Rehmannia (Di-Huang) (root): Action-to reinforce the essence of life and marrow. 
Indications-yin deficiency of liver and kidney, aching and weakness of the loins and 
knees, emission, dizziness, uterine bleeding, etc.; 

Chinese Yam (Shan-Yao) (root): Action-to strengthen the kidney and restrain seminal 
discharge; Lndications- seminal emission, excessive leukorrhea, frequency of urination 
or diabetes due to deficiency condition of the kidney; 

Asiatic Dogwood (Shan-Zhu-Yu) (fruit): Action-to replenish the liver and kidney, 
restrain seminal discharge and relieve collapse; Indications-dizziness, impotence, 
seminal emission, enuresis, frequency of urination, excessive uterine bleeding and 
leukorrhea, collapse with profuse sweating, and diabetes; 

Alisma (Ze-Xie) (root): Action-to cause ;t~~~s~~~~~cations-edema with oliguria, 
diarrhea with diminished discharge of urine, and acute urinary infection with difficult 
painful urination; 

Polyporus (Fu-Ling) (filament): Action-to cause diuresis and invigorate the spleen 
function; Indications-edema with oliguria, diminished function of the spleen marked 
by anorexia, restlessness, and insomnia; 

Cassia (cortex): Action-to supplement body fire and lead the fire to the kidney, and 
stimulate menstrual discharge; Indications-impotence, fiigidity, dyspnea in deficiency 
syndrome of the kidney, dizziness, amenorrhea, and dysmenorrhea; and 

Prepared Aconitum Tuber (Fu-Zi) (root): Action-to cause restoration from collapse, 
to supplement body fire and reinforce yang, etc.; Indications-collapse with cold limbs 
and faint pulse, impotence, frigidity, etc. 

“Yang of the kidney implies the physiological energy of life, &, fire in its physiological 
sense, as well as the functions (growth, development, reproduction, metabolism, etc.) 
produced hereby.” Id at A-93. i 

3 

, 
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Therefore, the proposed claims “this product supports healthy kidney and urinary function” and 
“helps increase energy levels” are proper and supported for Guifu Dihuang Pills, and therefore 
TIMYZOROLATM. 

TIMYZOROLATM has also been demonstrated to “promote a healthy prostate.” This claim is 
based on a 1993-1996 clinical study performed on 302 male volunteers diagnosed with benign 
prostatic hyperplasia (BPH) and demonstrating high BPH symptom scores. The study was 
conducted by Uniweal Ltd. and its agents (m attached report titled “TIMYZOROLA~ 
Exhibits Positive Effects on the Prostate: Clinical Study in Support of the Dietary Supplement 
Claim, ‘Promotes a Healthy Prostate”‘). 

In this study, TIMYZOROLATM was compared to an approved drug in the U.S., PROSCAR 
(finasteride), which is indicated in the treatment of BPH. In every measurement of BPH 
performed, including measurements of symptoms and actual prostate enlargement, 
TIMYZOROLATM showed statistically significant differences from baseline measurements 
taken prior to use of TIMYZOROLATM. Symptomatic scoring using the International Prostate 
Symptom Score (IPSS) and Quality of Life (QOL) score (which are standards of prostate 
assessment promulgated by the World Health Organization) showed significant improvements 
as compared to baseline data with the use of TIMYZOROLATM (pc.01). Also, urine flow rate 
increased significantly over baseline data (p<.Ol),“and the7olume of the prostate gland itself 
actually decreased over time as compared to baseline data with the use of TIMYZOROLAW 
(pc.01). Finally, in a symptomatic category analysis of the study subjects, 98% of the subjects 
using TIMYZOROLA~ fall into categories of BPH where significant improvement is shown. 
TIMYZOROLATM performed similarly to finasteride in these measurements. The weight of 
these results, demonstrating a positive effect on BPH-prostate, support the claim that 
TIMYZOROLATM “promotes a healthy prostate.” 

The undersigned certifies that the information presented and contained in this notification is 
complete and accurate, and that Uniweal, Ltd. has substantiation that each structure/function 
statement is truthf51 and not misleading. 

Sincerely, 

Stephen Paul Mahinka 
Counsel for Uniweal, Ltd. i i 

Attachment ,- 
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cesr solution. Prepazc a solutioa of 0. 2 g of Radix A& 
mlochipt :efcrancc drug, in the same manner. us the r&r- 
ence drug soIuCon. carry 0111 the mcxnod for r&n layer 
chromato$rrphy (Appendix fl B) . using silica ge( G Con- 
taining carboxymcthyIccllulosc sodium as the tort@ sub- 
stance and bezcllcmethanal-g!acial acetic acid (lO:l:O.OS) 
as the mobile phase. Apply scparntcly to the plate 10 ~1 uf 
rhe two solu:ioos. titer developing for IWO times. and rc- 
mod of the plutc, dry it in air. The spots in the chro- 
ma?ogram obtained with the text solution correspond ia po- 
tition and colour to the rpoh in the ehmmrtogram obtained 
whh the rcfcrcncc drug solution. 

Other nqu’ mt~ Comply with the gcaenrl requirements 
for pills (Appendix 1 A). 

Actbe To regulate the flow of 9; in the char and relieve 
pain. 

IndicatioDI Angina peoloria with stuffiness aebati05 in the 
chest. 

Uxn& aad dosage 1 pin. 1-3 timu a day, or under direc- 
tion of pbysidvn: to be taken orally by chewing. . 
Yrcadbn Conlraindicalcd in pregnancy. 

Storage Raewe in rightly closed cootaiaers. 

+ 
Cuifu Dihuang Wan 

lngmdbnta Cortex Ciaamomi 20 g; Radix Ac@i Lerc- 
ralis Preparau (processed) 20 g: Radix Rchmartniae 
(secanted) 160 g; Ruccus Cacti (processed) 80 g; Cortex 
Moutan 60 g: Rhizome Diocorcae 80 g: Poria 60 g: Rhi- 
zoma dismacis 60 g. 

Proccdtue pulverize the ohove cighr ingmlimo to fine 
powder, sift, mix well. To each 100 g of rhe powder add 
X5-50 g of re6ued hoaey wd a qurslily ul WDLCC lo make 
pills and dry. Altcrnativcly . add 80 - 110 g of refined hoo. 
ey to make small honeyed pills or big honeyed pills. 

DCtWiptiOIl Blackiahhrown water honeyed pilb. small 
honeyed pills or big honeyed pilb: tusk sweet with slightly 
sour and puaged. 

IdenUfiuUm (1) Microscopical: Starch granules trirngk- 
ovoid or obloag, 24 -40 m ia diametur bilum short-cleft 
or V-shaped. Gt~atiaired mluor of stucb granules 
whitish. lrrcgulu branched m8ss@s colourle~. d&olved ia 
chlorsl hydrare sohttiou: hyphae cok~Icss or pale brown, 
4-6 pm in diameter. Percachyma greyish-brown to b&k. 
i&brown, ~4s at&y shrunken. and each contriaing a 
brown nucleus-like meas. Clusters of calcium oularr occur- 
riag in colourlus pueachymatwr cells, sornct~mcs several 
ia a row. aidermal cclk of pwicatp orang~ydlow. sub 
pc~lygnnal in surface view. aotickal walls slightly beaded. 
Pareachymarous cells subrounded, with elliptic pits gaths 
red iu pit group. Stone eelIs subsquare or subrounded. with 
thio walls at one side. 
(2) Pulverize 9 g of big or amall honeyed pills (or 6 g of 
water-honeyed pills). add 15 ml of ether, rod shaky for 15 
mimkrrr. rtand for 1 hour. filter. evaporate the ether cad 
dissolve the residue in 1 ml of acetone as the test solution. 
DiSolVe pae0ttOl CHS in acctonc to product a soolution eon- 
raining 1 mg per ml as the reference solution. Cury out Utc 
method for thin layer duoatatography ( Appeadix M B), 
using silica gel G as the coating auktance aad cydohexaac- 

ethyl aceaxe (3: 1) as rhe mobile phase. Apply in strip s 
parslcly to the plate 15 4 ;rf cuch of the two solurion~. Af. 
kc dcvcluping and removal of the plarc. dry it in air, spray 
with 5% solution of furu: chloride in ethanol (acidified 
with hydrochloic acid). visual& uztdu a current of bot 
air. The bluish-brown strip in !he chromatogram obtained 
with the test solution cormponds in position and colour to 
rhc strip ia rhe chromatogram obtained witJt the reference 
solution. 
(3) Pulverize 9 g of big or small honeyed pills (or 6 6 of 
water-honeyed pills). rdd 10 ml of ethanol, shake for IS 
minutes, stand for I hour, filter, use the filtrate as the lest 
solutiou. D&solve cinnamaldehyde CRS in ethanol to pro. 
duct Y solution containing I jd per ml as the refercncc solu- 
tion. Carry out the merhod for thin layer chromuography 
(Appendix fl B), using silica gel G IS thr coating substance 
and petroleum ether (30 - 60t )-eQyl acclLce (17 : 3) a 
the moblIe phase. Apply separately to the plrtc 15 PI of the 
test solution and 24 of the reference solution. After devc. 
lcrping and removal of the pb~t, dry it in air. and spray 
with 2, 44inicropheayl hydra&e solution. The orange-red 
spot in the chrumawgvm obtained with the rest solution 
correspoads in position and co10tu to the spot in the chro. 
matogram obtained with the reference solution. 

Other rspoWme.nts Comply with the 8eneral requirements 
for pills (Appcadix 1 A). 

Action To reinforce yang of the kidney. 

Indiiti~ Dcfrcicacy of yang of the kidney marked by 
cold seasatioa in the loins and knees. edetnr of the limbs. 
oliprin. nr on the contrrry. pdyoria, or marked by reten- 
tion of fluid with cough and dyapnut; diabetes. 

Uxnga and damage 6 g of ivrter honeyed pills. 9 g of small 
honeyed pills or I big honeyed pill; 2 timea a day. 
i ~t.e.~“.xw,.~~~~m lir /_ _I 
spcification 9 g per big honeyed pill. 

.Stonge Prwcm in tightly closed containers. 

Guifu Lizhong Wan 
cems*st> 
Guifu Lizhong Pills 

-Is Cortex Ciinamomi 30 g; slices of Radix 
Aeoniti Lateralis Rcparnta 30 g; Radix Codoaopsis 90 g; 
Rhiinta Atractylodis Macrocephalae (stir-fried) 90 g: 
Rbiuvna Zingiberis (processed) 90 g; Radix Glycyrrhizae 
(proccsscd with honey) 90 g. 

proccdlvr Pulverize the above six ingredients to fine pore 
dm. rift. and mix well. To cvch 100 g of the powder add 
120-140 g of refined honey ro make big honeyed pills. 

nwiptim Brown big hum@ pilb; odour. slight; caste. 
swtu md pungent. 

MantXicatbn (1) Micros&c& Fibres usually sin& 
sca~tercd. long fusiform. 24 - 50 pm ia diameter, witb 
thickened aad ligaified walls. Gelatinized surch males 
whirith. Anutomosiag ktidferoui rubcs 12 - 15 pat in di- 
umctcr. conraining fine granules. Needle crystals of eski- 
um oxalrtc fine. 10 - 32 pm long, irrtgukvrly filling in 
parenchymatou cells. Stercb graphics long ovoid, brord 
ovoid. or irr&ar. some mucmuatc a( the smaU cad, fs- 
32 rm in diameter. up to about 50 @ long. hilum pointed 
at rbe small end. Fibre bundles rurrounded by cells con& 
niag prisuu of celcium oxelate. foiming crystal fibses. 
(2) to 9 g of tbc drug add 4.5 g of diitomirc asd )o ml of 



filled with starch granules. 

Action To di~olvc lumps and cause subsidence of swelling. 

Indlcntiont Tuberculosis of lymph nodes wiihouc ulcera- 
tion. 

Uqe rod dmqe IS - 30 g: up to 120 g when used alone 
or as simple preparation. 

Storqe preserve in Y ventilated rod dry place. prorected 
from moth. 

Radix Rehmanniae 
Cjd@!, Dihuang) 
Refmannir Root 

Rehmannia ROOK is the fresh or dried root tuber 
of Rehmunniu glurinoru Libosch. ( Tam. Scro- 
phulariaceae). The drug is collected in autumn, 
removed from root stock, rootlet and soil. used 
either in fresh state or baked to almost dry . The 
former is known as U Xian Dihuang” ( Fresh 
Rchmannia Root) and the latter is known as 
” Sheng Dishuang ” ( Unprocessed Rehmannia 
Root). 
Ducription Xidm Dihung FUiforfn or slat-ahaped, 8- 
24 cm long. 2-9 cm in diamctcr. the outer bark thin. tx- 
ternally polo rcddish~yellow. with curved longitudinal wrin. 
klu, bud scars, elongated tramverse lenticels and irregulu 
scats. rcxturc fleshy. easily borkeo. yclbrish-white, or- 
anngored oil dots #atteed in bark, fracture yellwisb- 
while, with WS& arranged radially in wood. Odour. 
slight; teste, slightly dweet Pad bitt&h. 

skng Dihumg M0Stly in &g&r massts or oblong. 
swollen in the cettrn. slightly tapering at both ends, 6-12 
cm long, 3-6 cm in diameter. Some small. slit4aped. 
slightly corn- or twisted. Enuwlly brownish-black 
or brownisbqeyish, heavily shrunken. with irregular 
trmsvcm wavy lines. Taxture heavy. soft and tenacious, 
~nesily broken. frachvc brownish-black or jet-black, IIS- 
weus, vircous, Odowkss; taste, slightly sweet. 

IdeatJfkatlon (1) T~~~wuw se&on: Cork consisting of 
several layers of celk. Ia cortex patcnchyuIacou cdl5 
IooscJy astanged; wttcred with more secretory cel!s. cQn- 
caiahg orange-yellow oil dropka; stone cellc &ally 
found. Phloem relatively broad. ecrctory cells kss. Cam- 
bium io a ring. Xylem rsya broad. vemels sparse. anangcd 
radially. 
Powder of Shea@ Dihuang: Dark brown. Cork cells bcown- 
ish, subrechnplu in ktwal view. rcgdafIy uraaged. 
Parenchytaetoes cells submwkd. COldIlitl6 aubroun&d 
nuclei. Secretory ctUS arortly 8imilu to o&i pareachy- 
maccus CeuC io rhpc, centaittittg 0rvlge or orawred oil 
droplets. Bordered pitted ad r&&ate vesels up to about 
92 m in diamccer. 
(2) To 2 g of the powder add 20 mi of methaaol.b,eat UD- 
dcl rcflux on water krth for 1 how. cool. filter. distill rhc 
filwace to recover mechancl. until 5 mj of fikrata h re- 
mined. use the filurtc as the tot solution. Dissolve catalpol 
CRS in methanol to produce a solutian cantainiq 0.5 mg 
per ml used as rb rafermtco solwion. Carry out tk method 
for thin layer cbromatography(Appettdix VI B)uring siiica 
gsl G u the coating eubstaocc 1~d P atinure of chloroform- 
mctha&lol-water(70:3o:S)as tha mobile pbau.Apply scpa. 
rarely to the plrte 5 14 of d of thr abcn two solutions. 

After dcvcloping and removal of tbc pk. dry it in ajr, 
spray with anisaldehydc IS. bear a 10X for S minutq. A 
cpot in the chromstogram obtained from Qc teat sotutioo 
cormponds in c~lour ;md position to spot in the chro- 
matogram obtained from the reference solution. 

Total ab Not more than 6.O%(Appcndi.c M K). 

Add4~0Iabk ah Not more than 2 I 0% (hppeadti M K). 

Water sok~I~lr artnctiwa Carry out the method for detu. 
miaation of extract&s-cold macsrrtion method (Appendix 
x A). not 1s~ than 65.0%. 

-* Eliminate foreign matter. wasIt clccm. cove 
to soften, cut into thick slices. end dry. 

Aedon Fresh Readi~ Rchmanrdae: To remove hcur nnd 
promote the production of b&y fluid, to rcducc hcur in 
blood. and to arrest bleeding. 
Radix Rehmanniee (unprocessed ): To reduce hcor in 
blood. to nourish yin and promote the producrjon of body 
nuid. 

lndlearkns Fresh Radix Rebmanaiae:Impairnt a[ yia 
in fobrife diseases atarked by deep red tongue and thkn; 
skia eruption and mYculatjon: spitting of blood, cpistax& 
sore throat. 
Radix Rehmanaiac (unprepared): Febrile discascs with 
deep red tongue and thirst: deficiency of yip with incempl 
Kent : wusumptive few; dinbews caued by internal hcor; 
spining of blood. epistaxis: skin eruption and maculation. 

Uw entl daqe Fresh Radix Rchmanniac: lt- 30 g. 
m Rebmanniae ( unprocessed) : 9 - 15 g. 

Storage Embed Frcsb Rchmaaaia Root in raud and protect 
from frcctiag: unprocesed Rhmennia Raot it preserved in 
a vwiIatuJ dry place. protected from mould and moth. 

Radix Rehmanniae Prepakata 
(%@f, Shudlhuang) 
Propered stc!maaair Root 

The drug is the pracessed Radix Rchmanniae. 
Roctdwt (1) Stew the &art Radix Wtmannixe as de. 
scrlbed uadu the method for stwiag witb wine (Appendix 
1 b)sntU rhe wine is obsorbod entirely. take out, dry in 
the sun until the mucilage in bark is slightly dried. GUI into 
thick slii or pie#s,ead dry tharoughtly. 
To each 100 kg of Radix Rchmanaiae add 30-50 kg of yel- 
Jaw rice wfnc. 
(2) Steam the ckan R&ix Rehmanniae w described under 
the method for steaming (&pea&x ll b)urtril it bocomcs 
blackish and shiny. rake cut. dry in the sua co bc eighty 
pesceat dried, cut into thick dice or pieces. and dry thor- 
-WY * 
Ducription Occurhg in isrquks dices and pieces. broken 
lumps. varying in size and tbkknete. Extotlly jet-bbk. 
Iuswots, more sticky. Texture so& sod flexible, untzrily 
broken, fracture jet-black. lustrous. Odourlcs: use. 
sweet. 
tdeatinatba To 1 g of the powder add IO ml of ethanol. 
macerate for 24 hours, filter.aad use the filtrate as the tnt 
sotutioo. Diuolw 5-t hydsoxy mcchyl) furfunl CRS in 
0tha001 to produce a dution coatalniq 0.5 me pez ml as 
the reference solution. Carry out the method for thin-kyu 
chromatography (~ppendia M B). ueiag silica pi Gb as 
the coatins dctance and p~tsoicem ether (60 - 9Oc )- 
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diniuophenyl hydrazinc TS, the colour of the IpOt tUrnS to 
orange-red gradually on standing. 

TotaJ I&I Nor more than 4.0% (Appendix Ix lo. 

Prouuln~ R~;ZMU Cyp& Rnnovc fibrous matlcr and 
foreign mlttcr, pound to pieces or cut into thin slices. 

Rkizwuu Cyperi (proecued with vinegar) StiPBy CJht 
pisccs or slices of Rhtioma Cypen as described under the 
method for stir-frying with vinegar (Appendix fi D) to 
JlyrJess. 

Action To remove stagnation of pi, regulate meWunrion 
aud relicvr pain. 

hdkatians Stagnation of the live qi cluuxct~ri~sd by dis- 
tending pain in the chest, hypochondria and tpig%triwn, 
indigestion. felling of stuffiness in the ehtrt and epigutri- 
urn. abdomiual Julie. distendLag pain ia the breast, men- 
strual d&orders, amenorrhea or dyuncnorrhca. 

Ussge md dosage G-9 8. 

Stoqt Pracwc in J cool end dry place. protcctcd front 
moth. 

Rhizoma Dioscoreae 
C fb@, Shanyao) 
Comman Yam Rtdmmc 

Common Yam Rhizome is the dried rhizome of 
Dioscorea opposita Thunb. ( Fam. Dioscore- 
aceae). The dmg is collected in winter when the 
stem and leaf are withered. deprived of root 
stock, washed clean and deprived of outer bark 
and fibrous root, fumigated with sulfur, aad then 
dried. Otherwise thick large straight and dried 
rhizome is sorted, soaked in clean water until the 
central portion of the drug geta wet and softened 
thoroughly, then fumigated with sulfur, cut two 
ends to smooth plane and rubbed on a board to 
become cylindrical in shape, dried in the sun and 
finally polished. It is known as “Guang Shmyao” 
(Polished Common Yam Rhizome). 
DacriptJon subcyJindrical, curved or sumewhac rJactMcd. 
15- 30 cm long. 1.5 - 6 M in diameter. ExtcrnaUy yel- 
lowtiwhite or paJc yellow, loa@dii!ly furrowed and 
wrinkled. md bearing fibrous root rears. with occbonal 
patchtr of brownish cork. Testuw heavy. compact rod 
tough; wuuiXy broken. fraclum white and star&y. Odur- 
kss; rsrte, mrk. rcidubus. and vkoae when chewed. 
Ouang Shaoyao cyWJ. the two ends even, P- 18 cm 
long. 1. S-3 cm in diumcur. attwmJJy smooth, white or 
yellowish-whirs. 

IdwcIItlatioR FWuckr: Wbitisb. Simple stucb greaula 
comprcsse&ovoid, subroundcd, deltoibovoid or oblong. 
8- 35 pm in diimtWr, hihxm pointed. V&aped, X-shaped 
or shortly cleft. striations vi&e. Compound starch gran- 
ules Xcw common. usually consisting of 2-3 granules. Mu- 
cilage cells containing raphides of ealcinm oxabe, up co 
240 +EI long and neddle uystab 2 -‘5 pm wide. Bordered- 
pitted. reticuhtc, spiral and annular vusels. 12-48 pm in 
diameter. 

Praesslna Rhiroma Dioxore0e Eliminotc foreign mrt- 
w, gnde 8ccoding to size, soak and soften thoroqbly. 
cut into thicker slices, and dry. 

Rhizuma Diosoreac Isfir-/tied wtrh btrm) Stir.fry rhe 
slices of Rhizoma Dioscoreae as desaibcd under the method 
for stir.frying with bran (Appendix U D) to yeJJowirh. 

ktiou To rcpknkh the rpircrc snd stoma&, to promote 
fluid rccrcdon and benefit tbc Lung. .and to strengtha the 
kidney and r&rain seminal discharp. 
Rhizoma Dioscoreae (stir-fried with bran): To replenish 
the spleen and promote the rtnmacR function. 
ledJea8iotts Anorexia ;md chronic diarrhea due to dimin- 
ishcd function of the spleen : cough md dyspnti due to di- 
minished function of the lung; seminal emimion, excessive 
leukorrhca. frequency of \ukrvtiun or diabetes due co defy- 
ckncy condition of the ludney . 
Rhizoma Dioscor~ ( stir-fried witb bran): Diminished 
function of the q&en with nnortxia. dimhes und cxcts- 
s&e Isukorrhea. 

SWage Prescrvc in a venrilrtcd and dry place. protected 
from moth. 

Rbizoma Dioscoreae Hypoglaucae 
( #ssori, Fenbixie) 
Hyp@~cout Collcn Yam Rhizome 

Hypoglaucous Collett Yam Rhizome is the dried 
rhizome of Dioxorea hypoglauca Palibin (Fam. 
Dioscoreaceae). The drug is collected in autumn 
and winter, removed from the fibrous root, 
washed clean. cuI: into slice, and dried in the sun.’ 
&g-&g c fGe-GJy thin slica, bordLr ~evcn, wyiq 

in size, about 0.5 mm thiik. soti with brownish-bl=k or 
pqi&br6wn outer bark. Slice yelltmislkwhice of pale 
greyisbbrown. v*uJar bundla scattered. Tcxturc loose. 
sl@nJy elastic. Odow. w&r; urtu, pungent and sJightJy 
bitter. 

IdQdncu)on (I) Transverse section: Suberized ccJls of 
more Isycrs. Cortex nurow. edIs ta+ntinlly elongated. 
walls sJighIy thickened. pia distinct, mud&e ads sm. 
tered. containing raphides of caJcium ox&t&e. CollatenJ and 
ampJtivcsai wcutu hundka sewered in rtek parsnchymr- 
tous CCJJS waits slightly thiekctted. with pits. containing 
starch yoaulcs. 
Pow&r: Yellowish-white. Simple starch grant&s rounded, 
ovoid or loag4iptka1, 5 -32 pm in diameter, up to 40 m 
lun& bihun pointed or cleft-like. con~pouad gnnulct less. 
mostty cempsed of two eompoaents. Selueacbymatous 
cells abundent. walls dignified. pia dbriact. some similar (0 
stoma cella. polygonal. fusiform or ru+rocrangular, 40-80 
pm ia diunctw. up to 224 pm long. Raphids of calcium ox. 
alate 64-84 pm long. 
(2) Macetat IO g of the pmfdcr in 100 ml of water 
overnight, heat on a water bath at 6032 for 10 mi~~uccs, fil- 
ter while hot. Measure the fifrau, ucb ot 2 ml, to Iwo 
taf tubes. To oat tube add 2 ml of sodium bydtoxidc TS. 
and to anotha N~C add 2 ml of hydrochloric acid wlution 
(l-20), stopper wefl. shake vip4y for 1 minute. rhe 
faam produced in rh’e aJJcaliae sdudon is several rimes hi&- 
w tbra tbut produced B Ihe aesd soJurJon. 

A&WI TO remove turbid damp, and to rcticvc rheumatic 
coaditiocts. 

ladluttau Clsylurir, turbid wioe &cd with whitkb sub 
stance or whitish dischqc from umhrr. excessive leukor- 
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Radix Rcbiw 167 

ethyl acecate (I : 1) as the mobile phase. Apply separately 
~0 4 of the rest soIutioo and 5 rl of the reference solution 
ro the plate. After developing and removal of the Plate. dry 
it in a&. Examine under the ultra-violet light (254 nm) . the 
spot ia the cbromrtogram ohid with the teSr dUkXl 
corraponds in ptition md COIOW to the w in the chro- 
matogratn obtained with the reference solution. 
E*traetlvu Comply witb the test for Radix Rehmaania. 

~ctiao To nourish yin and replenish blood, reinforce the 
eweace of lift and marrow. 

htdiatloas Yin deficiency of liver and kidney.aching and 
weakness of the loins and knees. hectic fever nnd borne- 
hcut,a&ht SWO~t.ef2l&iOfl,int~~i hcst d thht.&IUf& 
with allow compkiorr. palpilalion. mcouxvoi~. uk.siee 
bleeding,dizzincss. tin&us, white hair and beard in young 
age. 

UJletanddosage 9-150. 

Storaga Preserve in a ventilated and dry place. 

Radix Rhapontici 

Unifiower Swiucentaury Root is the dried root of 
Rhctpnricw uniflorum (L.) DC. (Fam. Com- 
positac). The drug is collcctcd in spring and au- 
tumn. removed from rootlet and soil, and dried 
in the sun. 

DacrlPW ConicaJ OS natted lumps. mostly c&ted, 
~inlcngtb, l-2cmiadiamcter. Extcrnallygrc~%- 
brWQ Or dark hfOWII. rOU@S. with Jon@udi~A fUrroW 
and rhombic, netted clefts. Outer bark e&y ufolirted. 
Root stock swdlen. witb the rti of stems and scaly 
leaf bcec, top with grcyicb-white pl*crccnccs. Texture 
light. fragik. easily broken. fracture imgulu. greyisb 
yellow. cleft, greyi&-bJack or broWch-black in the cen- 
tn. Odour. cbamteristic; taste. sIighrly bitter. 

Mel&awn To 1 g of the powder add 20 ml of 
autJlaaol,uItta so&8cc for 20 mitluces,futu,mpontc the 
filtrate on a water beth to drynac, dkoivc the r&d* ia 1 
ml of ethyl acetate aad use it as rhe WC solution. Prepare a 
Whi0n Of Radix I\hrpoxttiei fefffettcc drug in the SImt 
manner PI cbe reference drug solution. carry out the 
merhod fat thin bycr chrotaatogrqhy (Appendix ‘flB) us- 
ing siJic8 gel G Y the coatiag suhcmm~ aad cyclohesaac 
bumwoe (4: I) as the soobik phw. &ply scpuately 5 ,,I 
Of neh of the two solotiom to the plate. After developing 
ind mttuval of the platc,dsy it in &,eumine urpder ultra- 
violet lit (36s am). A spot in the cJucunatograat obtained 
front the test SOWOII comqonds in SoBour and positioa to 
spot iu the cluoaaroptam obtrioed from the sohttion of 
refaeitce drug. 

Pm EIiminate foreign matter, wash &an. soften 
tb-&hly, cut into thick slices. and dry in the sun. 

maa To ccmove co& has; for treating subcataneoos in- 
f*. to promote lrctatlon. and to relieve mu#plu con- 
-mue. 

umtioaa Ma&is with swell& and pain. cubuacle. 
*ofti UUI P&US; galrctoetuir: utbritis with aukybeis. 

usnge end dwge 5-9 g. 

prtcnuclon Used with caution in ple~nancy. 

Stotage Preserve in a ventilated and dry place. 

Radix Rubiae 
(%q, Qiamo) 
&dim Madder Root 

Tndian Madder Root is the dried root and rhizome 
of Rubia cordi~oBu L. (Fam. Rubiaceae). The 
drug is collected in spring and summer, removed 
from soil, and dry. 
Duulptlctt Rhizomes uodalar. marked with mutttrou 
fasciclcd roots varying in thickness. Roots cylindrical, 
somcwlur curved. IO - 25 cm loug, 0.2 - 1 em in diame- 
ter: cxtcrnally reddish-brown or dark brown, with fiic lin- 
gimdiaal wrinkles and a few roodct scars; the place whue 
the outa bark hsr c.xfoIiatcd appearing ycUowis&-red. Tox- 
ture fragile, ercily broken. fracture evee. hark narrow and 
p&bred, wood broad, pale yallotih-nd, exbibitiag ;; 
numerous pores of vessels. odourkxr: taste. bitterfsh with 
aa irritating sensation to tongue wbea chcwcd for a long 
rime. 

1deeUtJmUoe (1) Transverse section of root: Cork c-elk 
6-ltlayucd, containing brown concents. Pzueachyma- 
tous cells in cortex sotnetima conteining reddish&roam 
graaJu. Cklk in phhcm relatively smdI. Cambiuas ring 
less distinct. The mejority of root occupied by wood, com- 
pleccly lignifii, xylem rays indktinct. Parenchymatous 
cells cod* raphides of cslciam ox&c. 
(2) SltSk& Kf^$of the powder with 5 ml of ctha for sever- 
al miornu med filter. To the filtrate 8dd 1 ml of sodium hy- 
droxide TS, shake aad ltlow to stand. The water layer 
show8 a red colw: the ethu Iayer is colottrless. emmine 
the ether layer under an ultra-violet light (365 nm) , P sky- 
bIPc ~I~NCCWICC is sbwn. 

Writer Carry out the determiaatioa of wate! ( Appeodix 
L1: H, method I),not more then 12.0%. 

Ruadag Rodfx Rubiae Eliminate foreign mat&. 
wash. soho thorwghly, cct into thllk dim or aectione, 
and dry. 

Radix Rub& (tzmfronti) Stir-fry the slices or the see- 
lions of Radix Rubiae as described undo the method for 
cvtboaizing by stir&ying (Appmdlx U D) until the outer 
part k charred. 

&don To remove km from bkod and arrest blccdiag, to 
eliminae blood skufs, & to stimulate ~~WNMI die- 
he. 
Idadw Spitting of blood, epistaxis, rbnormrl Uteria. 
bleed@ traumatic bleu%ng; unenorrba 4th blood SW 
ris; artlmlgia. traumatic rwdling and paia. 

Uangerrddmage 6-9 g. 

stamga RasFRinrdfyplsce. 
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rrcmely rancd. wtth vascular Sundln in the middle, WI- 
rounded by thick-walled and lignified reticulate cells: dor- 
sd surface showin 1 ellipsoidal vista berweea cvcry 2 Ion- 
gitudianl ridges. commissural surface showing 2 viftae. al- 
wgether up to 6. Endocrrp tins&ring uf 1 layer of flat- 
lencd ceils with bcaded walls. Testa coaSi!iriag Of 1 layer Of 
pale brown cells. Cellr of endosperm containir\g numerous 
&zone grains, each embedding with fine clustefs of 
calcium oxalate. 
(2) To 2 g of rhc powder rdd 20 ml of nhanol, heat under 
reflux for 30 minutes and filter. Spot sev~al drops of the 
filtrate on a white porcdain plak. Examine under ultra-vi- 
ok tight (365 am), a bluish-purple fluorescence is &own. 
To 2 ml of the filtrate add an equal volume of 3% sodium 
carbonarc solurion and heal for 5 minutes. Allow to ~001. 
ndd 1 - 2 drops of freshly prcpard diazocizod y-nicroani- 
lint Ts: a cherry calour is prodoced. 
(3) To about 0. 3 g of the coarse powder, add 5 ml of 
crhonol,ultrasoGcate for 5 minutes. lay aside lor a while. 
and use the supernate as tbe kst rolution. l)icsolvc osthol 
CRS with ethanol to produce a roIutioo conraining 1 mg per 
ml aa Ihe reference solutioa. Carry out the method for thin 
lnyer chmmntography( Appcadix VI B), using silica gel G 
coatainii sodium carbOxymerhylcellulose Y the coating 
substance and benzen~cthyl acetate (30: 1) as the mobii 
phase. Apply separately 2 4 of each of the two solutions to 
rhe plate. After dmloping and removal of the plate, dry it 
in air. and examine it under ultra-violet light (365 nm). The 
fluroscent spot io the chromarogram obraincd with the rest 
solution correspondr in position and colour to apot in the 
chromrtogram obtaiacd with the rcfcnace solution. 

hay Weigh sccuratcly 1 g of the powder( through NO. 3 
sieve), pravioualy drided in vacuum in a phorpharuc pentox- 
ide dcsiccertor to constutt weight. into a stoppered conical 
flask.add accurately 20 ml of etbaa&rluke at4 &OW Lu 
stand overnight, filter, &card the primary filtmte, and c& 
lect the succaivc filtrate as the teat rahxioa. Diuoivc asdo 
CRS in ethanol IO produce a solution eonuiniw 1 me per 
ml aa the rsfsrcace &u&ion. Carry out the melhod fw thin 
layer chromatography ( Appcndir q B), USi rilia gel G 
containing sodium carbo%ymerhyluUulou as Ck coating 
substance and benzene-ethyl acetek (30 : 1) as thi mobile 
phase.Apply separately 1~1 ol each of the two solutioa to 
the pkne,aftu developing und remowl of the plate, dry ir 
iu air. Carry out the mcrhod for rbin layer chromatographic 
muming ( Appeadix VI B ) . apply the linear fluoraccnt 
scanning at excitation wvc A = 365 nm. Detezmias the in- 
tegral fluoreucnca absorbance value of the tat solution and 
reference SOlutiOa rapc~tivcly , and crkulats the content of 
osthok. 
If conrains nor less tbaa 1.0% of osthole(CtoW&). 

Adon To warm the &f&q and promote virility. to 
remove damp. la dicpd wind, and to kill parasite%. 

frkdkutkm lmpotcnce. frigidity, excessive leukorrhea 
caused by c&&p; lumbago due to attack of damp; ex- 
remal use for m of external genitalia. vulvnl itching, 
rrichornonac vaginitis. 

Usage an6 &sage 3-9 g: rppropriate quantity to be made 
into hot dccoccioa for fuming and weshiag, or to bc ground 
into powder for topical applii&on oftcr mix with liquid. 

Stwnp Y-c in a dry plrco. 

Fructus Corni 
( LtJ x%i, Shanzhuyu) 
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Asiatic Comedian Cherry Fruit is the dried ripe 
sarcocarp of Cornus officinalis Sieb. et &cc. 
(Fam. Cornaceae). The fruit is collected in later 
autumn and early winter when the pericatp turns 
red, baked over a soft fire or treated with boiling 
water for a moment. removed from kern in time 
and dried. 
Dacriptioa &egUhly flaky or bladdcry. I- 1.5 em long 
and 0.5 - 1 cm wide. Externally purplirb~red to pwpfish- 
black. shrunken. lustrous. Somcrimec with a rounded scar 
of persistent caIyx at the apex and a scar of fruit stalk at 
the base. Tenure soft. Odour, slight: taste. sour, astrin- 
gent and slightly bit&.x. 

ldtatlflcatloa Powder: R&dish-brown. Epidermal cells nf 1:; 
p&carp polygonal or subrectaagular in surface view, 16 - 
30 @ in diiu. anticlinrl walls t+&d, oulOr pcrislinrt 
walk ~anululy cuthizod and chickened. lumen containing 
pale 0mngGyclloW contents. CcUs of smsocarp omngc- 
brown. mastly shrunkea. Uwtuc of c&&m oxalate rare 
I2 -* 32 w in diametw. Stone coUs &square, ovoid or 
rectangular. pits obvious and with a large lumen. 

Pomip nmlttr (kerac ad fNit stalks) Not more than 3% 
(AppWiX D[ A). 

Assay Place about 1 g of the coarse powder, accurately 
“~8@i’iX in a Soxhlet’s extractor, heat under reflux with a 
quantity of ether far 4 hours. Recover ether from the cx- 
wad and evaporate to dryness. Macerace the residue with 
two qurotitics, cacb of 15 ml, of ptrolcum ether (30- 
6Ot ) for about 2 miautcs cub time. discard the petrokun I%, 
ether solution, diasotve the r&due in a solution of d&y. : 
dated ethand-chloroform (3 : 2) by gentle heat. Traasfu 
the solution to a 5 ml volumetric flask. dilute to vobune, 
h&t welt. used na the test ~~)utio~ Dilve ~n01ic acid 
CRS, wigbed accunkly, in dehydrated ethanol to produce 
a sducia comelining 0.5 ml per ml ac rhe reference solu- 
tion. Carry out the method for thin layer chromatography 
(Appendix v B) , UEing cilica gel G as the coating subst~ee 
and cydohcxnne-em-e~y~ acetate (20 : 5 : 8) as the 
mobile phase. Apply ceparatcly 5 r) and X0 rt of rhe test 
solution. and 4 pl aad 8 4 of the refcwce solution lo tbc 
plate. After developing aad removal of the plue, dry it in 
air. spray with B 10% solution of sulfuric acid in ethanol, 
hut at 1lOC for 5-7 minutes until purplitib-red spots app. 
pear. Cover the plate with a. piece of 8lasa of the same size, 
and fix with tape. Carry out the method for thin layer 
chromatogrrphy ( thin layer chromategraphic scanning 
method) (Appendix VI B), scan at the wavclcngrhs of lr 
520 nm and Aa 709 am. Determine the integral ahsorbcnco 
valua of the teat solution and reference solution respective- 
ly, and calculate the content of uraolic acid. It coat&r not 
less Iban 0.2% of ursok acid (c&i&). 

Rofcolttg Pulp of Fruc~w 6mi Eliiirmts foreign mat- 
ter mad ntmaincd kerns. 

Pulp a/ Fnuau 6mf (pmsd wick wim) Stew or steam 
the pulp of Fructw Cotnl as described under the method for 
stewing with win or ateaming with wine (Appendix U D) 
until the wine is abenrbed entirely. 



64 Flucru!3Gsucgi . 

Actton To replcnirh the liuv and tkhw. restrain seminal 
discharge ad retive collrpsc. 

lndiariom Dizainess. tinnirus. coreness in the loins and 
knees, impotence. seminal cmirsiou. enurcrir, frequency 
of urination, c.wsivc u~eriec bleeda end Ieukorrhea; 
collapse with profuse sweating: disbcr*. 

Usage md dosage 6 - 12 g. 

Sternge Prcscrve in a dry place, protcctcd from moth. 

Fructus Crataegi 
( Lb*, Shanzha) 
Hmvthorn Frtit 

Hawthorn Fmit is the dried dripc fruit of Crcr:~ 
gus pbWIQtif&iQ Bge. VW major N. E. Hr., Ot 
Cracucgus pinnncifiilu Bge. ( Pam. Rosaceae 1. 
The drug is collected in autumn when ripe, cut in- 
to slices. and dried. 
Deecrfptiee Rouadcd slices shrunken end uneven. l-2.5 
cm in dismcter, 2-4 mm thick. Externally red. wrinkled. 
with small greyish-white spota. pulp dark ycliow TO pale 
hrcwn. frnnrvcne slices of the middle put ShOWi!@ 5 pale 
yclluw kerns, mostly fallen off. and loculi bollowed. Some 
slices abibitiq a slender fruit stalk or remains of &x. 
Odour. sliitly aromatic; tale, sour and slightly swecl. 

.eey Soak ihuut 1 6 of tbc line powder. accwatiy 
weighed, in 100 mi of water, accurately measuzcd. for 4 
hours with occasional shaking. and filter. Decemiu~ the 
water oontcnt of the above powder (Appendix Dt H. 
method 1) with uaocher rampli To ZS ml of the filtrate. 
amrately meaumd, udd 50 m1 of water. 2 drops of phe. 
nolphtbakin IS. titrate with sodium hydroxide (0. I moU 
L) VS and crlcuIau the conttnr. Each ml of sodium hy- 
droxide (0. 1 mot/L) VS is equivalent to 6. 4W mg of 
CtWrOl. 
1t coataim aot lca~ tham 5.0% of organic acids, cdculatcd 
as citric acid (C,H&). on the dried baeis. 

Procdng Ffwccur crcrrocf Eliminate foreign mum and 
foIlem kctnek. 

Frvmu fhuegi (rri~fied) Stir-fry the clean huctuc 
Crrteegi as deecribed under the merhod for simple stir-fry. 
img (Ap~cndix n D) until derkenc in colour. 

FNcrw Gategi tchewtd) Stir-fry the clean Fructus 
Crataogi pz dacribcd w&x the method for rimple Uk-fry- 
ing (Appeadix 1 D) until it becomes burnt-brown u&r. 
mdly and yellowisbkown internully. 

Actfee TO stimulate digestion and promote the functional 
activity of lhe stomach; to improve the normal flow of qi 
and dirripete bl& smtis. 

fndketiern Sragnation of undig#tcd meal with epigastric 
disteasiorr, diurhea aad abdondal pein: ameaorrbca due 
to 6&d s&s. epiputric pain or abdomid cdic. after 
childbirth; hernial pa&; hypcrlipcmi& 
Fnutus thlugi (charred) : Has more digestant action and 
ir perticuiariy useful for stagnetioa of undiwted meat aad 
dierrbu with inadquate discharge from the bowels. 

UsBgemddosBge 9-12 8. 

Stoqe Pruuvc in a ventilotcd and dry place. protected 
from math. 

Fructus Crotonis 
(e% Badou) 

Crolon Fruit is the drcid ripe fruit of Ctoton rig& 
urn L. ( Fam. Euphorbiaceae) , The drug is col- 
lected in autumn when ripe, piled up for 2 - 3 
days, spread out., and dried. 

Dteulptia Ovoid, usually 3-ribbed, 1.8-2.2 cm loag, 
1.4-Z cm in diameter. &&.rually yeyish-yellow or rlight- 
ly deep. with 6 lon@diar! linec, apex truncate. base with 
a fruit stalk scar. 3 loculi in the shell each containing I 
wed. Soed slightly flettened-elliptical. t .2 - 1.5 cm long. 
7-9 mm in diwecter; Externally brown or ~eyi&brown. 
with a pointed hihun and a cuunclc scar at one cud. a 
slight& dentcd chalaza at othu end, and a raphe borweco 
two ends; testa rhin and brittle. tegmcn white, membra- 
nous; kernels ycl~owisb-white. oily. Odourlcs: taste pun- 
gear. yj 
Ideadftadcn Maconte about 0.5 g of the coarse powder 
in 10 ml of ctbv for 2 how with constant sheJting, filter. 
Evaporate the filtrate to dynes in a tat tube, add 0.5 of 
saturated solufion of hydroxylvmine hydrochloride in 
methanol and 1 drop of thymolphthakin IS, add saturated 
solution of potassium hydcoride in methanol until Y blue 
celuus is prcducsd. then an excess of 4 tops. boil and 
cdl. Adjust the pH value to 2 - 3 by adding dilute hy- 
drochloric acid sdlutioa. add 3 drops of ferric chloride IS 
rod 1 ‘ml of chloroform, shake; a purplish.rod colour is 
prodwd in the lover layer. 

Rece&q Frunu Guronir Remove tkc coats, to take the 
kcrnek. 

miou To came cauterization by external USC. 

fndkedw Maligmant uker. scabics. wart. 

Usate rrd daege Appropriate quantity IO be ground in10 
powder for topical application or pounded into paste and 
wrapped in a piece of geuee for rubbing onto the affected 
skin. 

Swap Preserve in a cod and dry p&e. 

ltc’ructus Evodiae 

Medicinal Evodia Flit 

Medicinal Evodia Fruit is the dried and nearly 
ripe fruit of Ewdia mtaecarpn (JIM. ) Benth., 
Eve&a nrtcurrrrpra (Juss.) Bcnth. var. offin’nulir 
(Dade) Huang or &wdiu rumecarpa (Jusb!) 
Benth. var. bdinirri (Dade) Huang (Fam. Ru- 
taccae). The fruit spur is cut off from August to 
November when the fruit indchiscent, dried in 
the sun or at a low temperature, removed from 
shoot. leaf, fNit stalk and foreign matter. 
Dwoiptiol, Sphuoidal or slightly falttencd-pntqon sph- 
ucidd. 2- 5 mm in diameter. Ex~lly dark yellow& 
green to brown, rough, witb numw spotted protruding~ . 
or depressed uil dots. A pentagon-UeUne cleft preaeat at 
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Anemone ruddeanu Regel ( Far,n. Ranuncu- 
bceac). The drug is coilected in summer. re- 
moved from roolelct. washed clean. and dried. 
option Lone subfusiform. acute and pointed a1 two 
ends. slightly curved and one cad somewhat expanded. I- 
3 cm long. 2 - 7 mm in diameter. Extunalty brown to 
bmwaish-black. with fine longitudicul wrinkler. the CX. 
prided portion usually possessing I-3 rootlct scars appear- 
ing finned-prowding. occaslontily wirb 3-s indistinct 811. 
atiationt. Texture hard and fragile. easily broken. fracture 
&$tly evca, whitish or greyish-brown. slmo~t horny. 
@iowkss; tcslo, weak and then rlighrIy bitter and puu- 
wt. 
~tlflcntlar, (I ) Transverse section: Epidermis contitling 
of 1 row of celk. tangcutilly elongated, outer walls thick+ 
wed. Cortex of 10 or more rows of subrounded pueachy- 
QWDUS cells. Vascular bundles collareral, IO or more ones 
man@ in a fin& phloem cc& shrupken. xylem vtssels 
6-24. ambium ring indistinct. Rays broad, pith relatively 
large and composed of tubrounded parenchymatous ccl&. 
Pueachymatous o&s filled with starch granules. 
Powder: Greykh-brown. Stuch grattulcs numerous, simple 
gram&a SUbroUtlded or elliptical. 2 - 11 pm in diameter, 
hilum pointed or shortly cleft-like. striations indistinct; 
coopouad granules of 2 - 4 wmponws. Epidermal cells 
reddish-brown. yellow or bright yellow, the outer walls 
rubwiaed and thickened. frquently protruding into the cdl 
In be ridgdikc or tuberculu. Reticuits~, spiral ff scalui- 
form vessekr more frequent, 10 - 33 @ in diameter, @me 
with bordered pitted vessels. 
(2) W-2 g of the coarse powder in 10 ml of metheaol 
on a water barb. shake for 10 minutes end filter. To 2 ml 
of the filtrate add 2 ml of I % solution of sodium hydroxide 
and hut on a water barb for 3 minures. The solution shows 
a clear bright yellow COJOWi acidify with 1% hydrochloric 
acid solution. the bright yellow colour dippears and a NT- 
bid milk white colour ia produced. 
(3) Boil gently 1 g of the coarse powder with 10 ml of 70% 
ethanol on a water bath for LO minueea and filter. 
Evaporate 2 ml of the filtrate to dryness and dive the 
residue in 1 ml of acetic anhydride. Add slowly sulfuric acid 
JoBg the wall: a purplish eclour is produced at the junction 
of rhc layers. ‘The upper layer shows a dark gmn colour on 
standin& 

krka To relieve rheumatic conditions, and to W-C car- 
baacle. 

hdicrtkw Rhoumaroid uthritis with mascniar contrac- 
We and joint pain; carbuncle with ukeratioa. 

VwP rrd &smge 1.5 = 3 0; appropriare quantity for ex- 
ternal use. 

SbnLc presuvc ia a cool and dry plea. 

Rhizoma Alismatis 
CSi%, Ztxie) 

Oriental Waterplantian Rhizome is the dried tu- 
bar of Attsma orienratis (Sam.) Jazsp. (Pam. 
dhuttaccae). The drug is collected in winter 
when the stem and turn withering, washed clean, 
dried. and. removed from the fibrous root and 
coarse outer tissue. 

-D~aiption Sukphcncal. eltipticak or ovate. 2 - 7 cm 
long. 2 - 6 em in diameter. Externally yclluwish-white or 
yellowish-brown, with irregualr transversc.annul;u shallow 
furrows and numerous small raised fibrous root seers. occa- 
sionally rubercubte bud scars sttaehcd to the bwe. Tuture 
compact. fracture yellowizb-white, starchy, with numcrow 
small pores. Odour. slight; taste. sli@rly bitter. 

1denrViuCnn Powdu: Yellowkh.browa. Starch granules i 
12umorout~ simple granules lon~o~tid, s&spherical or et- ?g 
lipsoid , 3 - 14 pm in diameter, hiiurn V-shaped, shorrly 
s&shaped or Y-shaped: compound granules of 2 - 3 eom- 
ponents. Parenchymstous cells subrounded. with many d- 
liptics pits crowded into pitted areas. huticlind walls of 
cndodermin cells sinuous, somewhat relatively thick. ligni- 
fied, with sparse and minute pit-ear&. Oil cavities mostly 
broken. whole ones subrouaded. .54- 110 pm in diameter, 
sometimes oil drops contained in secretory cells visible. 

‘MaI sah Not more than 5% (Appendii ix K). 
Add-imuluble ash Not more than 5.0% (hppcndix D( K). 

Proa*irqt Rhizom Al&nwri.s &minrte foreign matter. ‘L 

soak b&fly. soften thoroughly. cut into thick slicea, anad 
dry. 
Rhizome Akmariz (Ptocund wirh olr) Stir-fry the slices 
of Rhiroma Alismatis as described under the method fbr 
stir4rying with salt-water (Appcudix 12 D) to dryness. 

A&on To ewe diwesis. and to remove dmn~ketn . 

fnrlleari~ JZdema witb oliguria: diarrhea with diminished 
discharge of urine; vertigo due to rotcation of fluid; acute 
urinary infection with difficult paioful urination; hypu- 
Iipelnir. 

Cbageddomp 6-93. 

. w. 

Rhizoma Alpiniae Officinarum 

LM Galregal Rhizome 

Lesser Galangal Rhizome is the dried rhizome of 
Alpini4 offici~nrm Hancc ( Pam. Zingibcr- 
aceae). The drug is collected at the end of sum- 
mcr and the beginning of autumn, removed from 
fibrous root and remaining leaf scales, washed 
clean. cut into sections, and dried in the sun. 
brwiptiion CyliadricaJ. uflcn curved aad bramhd. 5-9 
LZ ion& 1 v 1.5 cm in diameter. E,uemally brownish-red 
to duk brown, with fine. nnmerow longitudilvl wrinkles 
and grayish-brown sinuouc. atmdu no&s, cacb node 
0.2- 1 cm long. bearing round mot SCM at the Lower 
put. Tuxwcc bard and tenacious, uneasily broken, frac- 
tile grcyiah-brown or reddish-brown. fibrous. Stele occu. 
pying aboul l/3 arty of the rhizome. Ddour. aromatic: 
caste. pu8gut. 

Idmtillaricw, Transwme seerion: The outer walls of epi- 
dermrl cclla rhickmed. ane cells containing ruldisb-brown 
aon-crystalline mass. Vaeulrr bundles of leaf trace rein- 
tivdy abundant in cortex. colktertl. Eadodcrntis distinct. 
Colktersl vasculu bundle nua~mus in rtele. vase&r bu- 
die sheath fibrn wranged ia a ring and tignifiid. Secretory 
cells rbuodancly scattered in parenchyma of cortex and 
atele. containing yellow or red&h-brown resinous con- 
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Pollen Typhae 

Cattail Pollen is the dried pollen of Typho ungus- 
lifolia t. , Typha oricnralis Prcsl or other plants 
of rhe same genus (Fam. Typhaceae). Yellow 
male inflorescence is gathered in summer, dried 
in the sun and ground. The drug is collect& by 
sifting. 
Daw~pt.ien Yellow powder. Texture light. capable of 
floating on water, with satiny feeliag whea twistal end casi- 
ly adsorbed on fingers. Odour, alight; tuste. weak. 

tdentiriitjon (1) Powder: Yellow. Pollta grains sub- 
rounded or cllipticel. 17-29 +n io diameter. exile with 
reticulare Sculptures. sir& pore inrliitiact. 
(2) Macerate wumly Cl.1 g of powder ia 5 ml of ethanol, 
on a water brtb: md filter. To 1 ml of the Bluatc add a 
small qurntity of magneshun powder and 2-3 drops of hy. 
drochlocic acid; l chewy red cotour is produced. 
(3) Macernt~ wumiyO.2 g in 10 ml of water, on a water 
bath and filter. To 1 ml of the fiirrate.add 1 drop of fvric 
chloride IS: a pale peer&-brown solour is produced. 

F&p mat&t Not more than 10% (Appendix a A). 

7 Pollen Typkre (unprocessed) Pulvaixc md 

Pollen TyP& (carbon&d) Stir-frY the ckaa Pollen Ty- 
phee es de&bed uader the method for carboniziig by stir. 
frying (Appcadix n n) until it becomes brown ia solour. 

&floa To arrest bIeeding, to remove blood trade, and fo 
relieve dysuria. 

lndkrlicns Hername&. epistaxis, hemoptysti. abaor- 
mal urerhe bleed& traumatic bkediag: amcnanber. 
dysmenorrhea. pricking pain in the q+triunr, traumatic 
swelling and pain; dyruriv with dilliiult painful passage of 
bloody urine. 

Ueege and deuage 5 - 9 g; for external use. rpproprhte 
quaaticy to be applied topicelly. 

Prte~tIom Used with caucioa in pre~ancy. 

St- Preserve ia a vcadlated and dly place, protected 
from~~oiscure cad morh. 

PolyporlM 
GHF, Zbuhg) 
Chuliig 

Chuling is rhe dried sclerotium of Po~yporru um- 
bellorur (Pen. ) Fires (Fam. Polyporaceae). The 
drug is collected in spring and autumn, removed 
from soil, and dried. 
-‘plhr Strip&ape& subrouaded or cotaprrrrcb 
lump& somctime~ branched. 5 -25 cm long. Z-6 cm in 
diameter. Externally black. greyish-black or brownish= 
black. crumpled or warty. Light. Texture. kard. fracture 
whitish w ycUowi.sh~wbite, somcwbbt yaubr. Odour. 
slight: mate. wuk. 

IdrafKlcation (1) Sectioo; All consisting of dchwly intu- 
weaved hyphae. The outer layer 27-54 pm chick. hyphac 
brown. uneasily separated; the iMCr hyphae colourlc~~, 
sinuous. 2 - 10 @i io diameter, someriawt septa visible, 
with branches or tubucular smlliig. Numerous prisms of 
calcium ox&exe among the hyphae. mostly ia octahedroa 
cubes, rcguler doublaconical octrhedroas or irrcgulw poly- 
hedrons. 3- 60 pm in diameter, up to 68 pm long. some- 
times with several vystals aggregated. 
(2) Boil 1 g of the powder with 10 ml of dilurc hydrochlo- 
ric veid oa a water beth for 15 minutes. and stir; a viscose 
is produced. To a sorirll quantity of powder, add e quantity 
of sodium hydroxide solution (l-5) and stir; a saspeasion 
is pro&v&. 

Tarrl ub Nor more than 12.0% (Appendix n K). 

Fmcmha Eliminate foreign matter. reek in wntcr. wash 
cleM. soften thoroughly, cut MO thick slices, aad dry. 

Acliw To i4ducc diurcds 2nd remove dump I 

lndiatlaw Oliguria, edema. d&rhea. dyrurie. excessive 
hkorrhcs . 

Usrgeaddeeage 6-12 g. 

Sbrrp Preserve ia a ventilated and dry p&e. 

Poria 
(@q, Fuling) 
In&a Bread 

Indian Bread is the dried sclerotiutn of the fun- 
&us. Poria cocos (S&w. ) Wolf ( Fam. Polypo- 
raccpe). Thq drug is collected mostly in July to 
September, removed from soil, piled up, spread, 
and air-dried on the surface. Kepeat this opcra- 
tion for several times until wrinkles appears and 
the inside water evaporated, then dried in the 
shade. It is known as “Fulingge”. Or the fresh 
sclerotium is cut and dried in the air. According 
to the cut portions, and known as “Fulingpi” and 
“Fulingkuai”, respectively. 

DmbpUca Fifing@ Subglobose. ell@oid, oblnte or ir- 
regular-shaped. variable in size. The outer skin thin sad 
rough, brown to bhckislt-brown, cowpicuousIy shrivelled 
and Wiucd. Tmwe hard aad comput. fracture granular, 
sgae craoked. tbc eater IaYer Pale brown, iaacr put 
white, ruely reddish. some shoving the pemctrting to015 
uf pine in the ccaue. Odour!w; taste. weak end rtieky 
when chewed. 

Fufi~gpi(pued skia uf P&r) variable ia forat cad sia. 
J%ten~dly brown (0 blrclcish~browu, internally white or 
pale brown. Rclativcly loose end soft, sligMIy elastic. 

Fufingkuoi (peeled and sliced Poria) occurring m pie&s or 
rlicee. variable io size. White. paIe red or Pale brown. 

ldaatitimtim ( 1) Powder: Greyish-white. Irregularly 
grannlw mast& awl brraehed masses coloruless. dissoived 
gradually on mounting in ehloral hydrae sotutioa. Hyphac 
colourless or talc brown, slender, sligbdy suIvcd* 
branched. 3-8 pm (nrely up to 16 p) in diameter. 
(2) Hut umlar nfbx 1 g of the powder in IO ml of sic+ 
tone fw 10 miat~tcs. filter. Evaporate the fiitfan to dry- 
ame, dive the raidw ia 1 ml of gineiel eeetie acid. dd 
1 drop of sulfuric acid; a prlc rod eolour is prodrrccd. 

. 



. . Pulvcs Talci L31 

which WIN to pale bcowwn colour. 
(3) To a few sUces or small quantity of powder add 1 drop 
of iodine pota&un idodide TS, a dcFp red colour is pro- 
duced. 

Pruxshg Soak Poria in water, wash clean and stram 
briefly after softened. Cut into the skin, pieces. and thick 
slices separately in time. and then dry. 

Action To cause diurosis. ro invigorate the s&m fuec- 
tioa. and to calm the mind. 

Indications Fdcma with.oIiguria; diinesc sod palpitation 
caused by retained fluid: dirniaithed fuuction of the rpI&?n 
marked by anotia. 10-e sroolr VI tirhcr: reatleasneas 
and insomnia. 

Stcraga Preserve in a dry place, proceeti from moisture. 

Pseudobulbus Cremastrae sen 
Pleiones 
( UI,%~, Shancigu) 
~ppndiculrte Cmnastrr Pseudobulb OT Commou Plcionc 
heudobulb 

Appendiculate Cremastra Pseudobulb or Commoli 
Pleionc Pseudobulb is the dried pseudobulb of 
Cremusrnr tappendicubra ( D. Don ) Makino, 
Pleionr bufbocodioidu ( Fwnch. > Rolfe or 
Plcionc ylmnonanais Rolft (Fsm. Urchidrccae) . 
The former is known as “Maocigu”, and the latter 
two are known as “Bingqiuzi”. The drug is coI= 
lecced in summer and autumn, removed from the 
aerial part and soil, sorted according to size. 
steamed thoroughly with boiling water. and 
dried. 
Duvipcion Mwcigu IrreguIarIy oblace or conical, top 
gmludly protruding. base with routlet scars. 1 S 8 - 3 cm 
kg. the swollen part I- 2 cm ia d&metes. Extunal yel- 
lowish-brown oc brown. 41 longitudiaal wdnkla and fur- 
rows. and exhibiting 2 -3 slight prominent& ringed nuda 
with remaieinlp of some filiform fibra. derived from tfte 
withering and decaying scaly leaves. Texture hard. stoc w- 
ily broken. fracture yyiah-white or yellowiah-white. 
rlitly horny. odaru, Slight; tuw. weak and sticky. 
Bingqiuzi Caaical. bottleneck-like or irrcmr masses, 
l-2 cm in dfamctcr. 1.5-2.5 cm high. Top rCrrminale, 
the brukca tip dish-skqed. base swollen md roundcbflat- 
wned. dwted at middle, widr I- 2 ringed nodes. mostly 
inclined to one &I& Wcr~Uy yellowish-white for the 
pcltd drug ti bromish for the unpce~ed. amoorh with ir- 
regular wrinkles. Ractuxc ycllowisk. horoy and uanslu- 
cent. 
Ueotl&ath Truuvenc sectioi: Moocigu The Outer- 
moat consisting of a layer of flrttewd epidermal cells. 2-3 
layers of sclerenchymatoua cells beneath. yefiowisb. the in- 
Imcwst codsting of 2ugc subrounded parc~~chymatous 
Ceils containing mucilage and rurch @aauks. Parcnchyma- 
toUI C&s near tke epidermis coataining rapbiics Of C&hltR 
Oalate, to- 1SO pn long. Vascular bundla scattered, cob 
lateral. 
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bundle sheath Cibres crcscenL occasionally double.crescent. 

h#usinc EhinalC foreign mattcf, soak for about 1 
hour. softcn thoroughly. cut into thin slits, *ad dry, or 
dry afKer washing. Pound to pieces before u$e. 

A~tha To remove roxic hccrr , and fo ditrolve lumps. 
lndintlcm Carbuncles, boils. tuberculosis of cervicat * 
lymph nodes; snake and issect+ite. 

Uw and dosage 3 -9 g: appropriate quantity for cxrerna~ 
USC 

Stomp Rncrw in a dry place. 

Puivis Comus Bubali Concentratus 
(7#%$8#%Shuiniujiao Nongsuofen) 
condcased Buffdo Km Powdcx 

Condensed Buffalo Horn Powder is the semi-con- 
densed powder of Cornu Bubtli. 
Raedura Take Corttu Bubali. wash clean. cut with a 
SW. eliminate the bony plug, split into small pieces, S&et 
USC SON tip part which is commonly known as ‘Jiaojian’ 
(horn tip), immerse in 70% ethanol or sterilize with 
steam. then pulverize to fine powder. Break the rat urhich 
is cammdy know as “Jiwzkurng*(hora strke) to coarse 
gtanula or thin dices. Decoct 810 g of coarse graaula ur 
slices of tic born stake vith 10 rima of water twicrz for 7 - 
10 hours each time, supplement the evaporared water dur- 
ing decocling. Combine the decocrions and filter. Caneen- 
tr8tsthefiicnrcto80-16Oml. add190gofthefioepow- 
dcr of horn tip. mix veil, dry b&w gOIZ, pulverize to 
fiw powder, and sift. 

DwlpUoa pale 6rcyish powder. Odow, slightly rtinking; 
taste. slightly salty. 

Wa&r Carry out the method for the de~rminstion of wa- 
per (Appendix II( H, method 11, act more than 12.0%. 

Action rod imdiatlau Al de&bed under Corni Bubali. 

Unpm6deqa 1.5-3 g, 2 1imc.t a day. 

&orqe Pruerve in well closed contuincn, stored in a dry 
@au, protected from moisture. 

Pulvis Talci 
( #z#$, Huashifcn) 
Talc Powder 

Talc Powder is a Powder prepared from Talc by 
sorting. cleaning. pulverixing and drying. 
barn’pt&m A whifc or almost white. fine. ~amlIcr~ pow- 
&r, wetwns to the touch. Odourlas and tastcbs. Insolu- 
blc in wafer and dilute solutiona of mineral dcki or r&ali 
hy&OJtidC. 

IdmMkatbe Complia with tests for Idcntificatioa dcs 
cribcd undu Talc. 

AddltyoralJmMty Boil10gofpovdcrwithSOmiuf~a- 
tcr for 30 minutea,supplemcnt the water lost in evaporation 
frcqwntly cod. filter. the iilrrate is neutral to litmus 
PW- 



Cortex Cinnamomi 
(me, Rougui) 
Cude Bark 

Cassia Bark is the dried stem bark of Cinnumo- 
mum cu.&a Presl (Fam. Lauraceae). The drug is 
frcqutntly collcctcd in aututnn, and dried in the 
shade. 
Drrviptiw ChuallcIlcd or quilled, 30-40 cm long, 3-10 
cm wide or in diameuYu. 2 - 8 am mck. ouKu wrf8ce 
grxycsb-brown, slightly rough, with irregular fine Winklet 
end tramverse rabad Icaticeb. sofa0 showing greybh-white 
etrc&s; innor surface reddish-brown, -mewhat even. with 
fiat! ~OngiNdiJd SUhtiNl.5 md Uhibidg Oily CJUt 011 
8crGcbig. Texture herd aad fragile, easily broken. frac- 
urc uneven, outer layer brown and relatively rwghh. inner 
lsycr reddish-brown mnd oily and showing l ydlo~bb- 

brown iiae between two leyers. Odour, suoagly aromatic; 

taste, swat and pungent. 

ldatircution ( 1) Trrnsvcmc section : Cork cells severeI 
layer% rbe innumo~r layer of cells with tbickeaed and lig- 
aifiid outa walla. Cortex scattered with stow cells and se- 
cretory ceU8. Pericyck stone c&s in group arranged in an 
interrupted ring, ucompanicd by fibrc bundks at outer 
side, rbe outs walls of stooe cells usually thinner. Phlocm 
ray8 1 - 2 TOW8 of cells wide, contri* minute needk 
crysuit of cakipm oxalau: usually 2-3 fibres in bundles; 
oil celb mtteted tbrvugitout. Parcnchymatous alb CM- 
tainiag ScarCh gredu. 
Powtkr: Reddisk-brown. M&r of fibrcs wy soattered. 
long fusiforta, 195 -920 pm 1On8, up to SO @k in dim. 
ta. walb ddc&acd and lignifiid, pits indistinct. Stone 
cclk &squuc or cubrouadcd, 32 - 88 pm ie diameter, 
wall8 chkkened. some thin et one ride. oil o&s subfwlldat 
or oblong. 45 - 108 pm in diameter. Needle crystab 
minute. scuttacd in ray ceils. Cork cells polygonal. coa- 
uiaiag red&h-kown eoatenn. 
(2) Macerate 0.5 g of the powder with 10 al of ethanol for 
20 mimes with consrant shnbing In a stoppucd fl& arnl 
filter, use the filtrate as the test sdutiott. Dioolvc cinoam- 
ic aldehyde CRS ia ethanol to produce a solution contaiuing 
1 pl pa ml PI the rcfacacc wluti0u. Casry Out the m8thOd 
for thin Iaya ebromatogfrphy ( Appdh VI 1)), dug sili- 
ca gel 0 as the coating sutetance. and petrokum ether 
(60~9ot: ktbyl ecemu (85:15) m the mobik phu8. Apply 

. sepannely to the plate 2-s pi of the lgt tohdon and 2 Jd 
of fbc refueocS 8dllCbQ. Aft8f dcve@iag and Cd Of 
the plate. dry it b rir, spray witb etbrnelio 2,4-dinitro- 
pheayhy&azina TS. The spot in the chromatogrun ob- 
Mined with the tcI( Solution corre~o& in pocition and 
colom to the spot fo the eluomrtogmm obraiaed with the 
reference sohJKioa. 

Water Carry out the method for demmimion of warn 
(Appendix EH. method 2,). ant mare than 15.0%. 

ToCal mb Nor nwrc thao 5.0% (Appendix EK). 

Prowwing Eliminate foreign matter and rough bazk. 
Pound to piecoa hofore use. 

:3 Actiom To suppkmcat body fire, reinforce ymg . and lead 
the fire b%k to lb ttidw , to dispel cold and rclicvs prin. 
rad to activate blood circulation ad stimulate meastrual 
diibarge. 

s? fndfadem Impotence. frigidity. feeling ol cddnm snd 

-. - ,..-w . . . ..-- 
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pain ia the loins and knees: dyspaea in deficiency syndmmc 
of the hiincy ; dizzincst, inflammation of the eye sod sore 
tbroat due to yang defieicncy : preaxdiaf and abdominal 
pain 4th cold ccnsrtion. vomitig and diarrhea in deficien- 
cpcold ryndromcs; neurosis with a feeliag of gas nahiag up 
through the chest to the throat from the lower abdomen: 
amenorrhea, dysmenorrhea. 

usage and dosqp l-4.5 8. 

Recrutiun Used with caution in Patients with bleeding 
tendency or pregnancy. Iacompatible with HalIoysitum 
RUbIUUt. 

Storage Preau~ in well closed containers, stored in a cool 
rnd dry plncc. 

Cortex Dictamni 
( B %ljtz, Baixianpi) 
Dcmdndt Pitiuy Root-bark 

Densefruit Pittany Root-bark is the dried root 
bark of bictomnw dasyarpus Turcz. (Fam. Ru- 
taceae). The root is collected in spring and au- 
tumn. removed from soil and rough bark. The 
root bark is stripped off and dried. 
DucripUoa Qvilkd. 5-U cm lo*, 1-2 cm in diameter, 
2-5 mm thick. Outa surfsee greyirhp-white or pale grey- 
bEyellow, with fiat 1ongItudim.l wrinklu end roorlet 
8cam frqueatly with protruding smrll granulaf does; fnnex 
surface whJrb&. w&h fine hl@Ndhd winkks. Texture 
frog& dusting 01) breaking, .frutarc uaevea and sxae- 
wbar lentdkr. when outer layer peeled off. auorouT glit- 
ter sdI spots observed on aposucing to light. Odour. 
muctony: taste. slightly bitter. 

Idmfitioa Traosvmso roction: Cork cell6 10 or more 
row& C0ru.x nafrmv. fibru mostly scattered singly. yel- 
low, 25-100 pm ln diacaotcr. welb thickened end obvious- 
ly striated. Pttloem broad. rep 1-3 rows of cefb iawidtb; 
fibru singty 8c8ttaod. Parcachyma eontniding rbua&at 
clusters of eakium oxalate, 5 w 30 pm in diameter, 

Wcesamg Eliminate foreign matter. waslt clean. roftea 
b&fly. cut into thick slices and dry. 

kt$t To remove damphear decoxicaciag and dbpel 

Mkntbm Skin ioflaounatioa with yellowish wattuy dis- 
chargo, eczema. rubella, tinea. scebiu: acute rheumatic 
arthrilir; jauudice wilii dut urine. 

Usage ud daage 4.5-9 g: for enernal w. appropriate 
quantity to be dewed for wcubing or ground into Powder 
for topicel application. 

Serege Preserve in a venrilated and dry place. 

Cortex Eucommlae 
@if% Ddong) 
Eacoamb Bark 

Eucommia Bark is the dried stem baik of 
Eucommio ufmoidcs Oliv. ( Fam. Eucommi- 
aceae). The dlug is coll&red from April ro June. 
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Radix Aconiti Kusnezoffii Preparata 
(#l$-$, Zhicaowu) 
PIeFred KuJnczoff Monklhood ROOI 

The drug is the processed Radix Aconiti Kusne- 
zoffii. 
Procedurt Grade &an Radix Aconiti Kuszteaoffii accord- 
ing to sire. Muuare it in water until there is no dry core. 
Take rhcm out, boil in wetcr until thcrs is no white core in 
the larger root and the oatc &comes slightly numb. hftcr 
removal, allow it to dry in air appruprietely. then cut into 
slices. ad dry. 

DexriptIcn Irregularly rounded or nearly tlivtgulv slices. 
Externally dark brown, with a greyiab-white polyaagular 
cambium ring, dotted vascuJar bundla mad clefts; the edges 
wrinkled or curved. Texture fragile. Odourlm; tasrc, 
sliphtly pungent end numb. 

IdentMceti~ Complies with test (2)for ldcntificetiott des- 
cribed uodu Radix &o&i K’banczoffii. 

Di&w-elk&W Complies with the tat for dicsttn-elb- 
loids described under IWit Acooiti Prqueta. 

.Iwy Carry out the Assay dcscribcd under Radix Aconiti 
Preparata, it eomplia with the rquircmentc. 

&den ad indiatioas Ar dscribed under Radix Aconiti 
Kusnezoffii. 

Usqeeaddmege 1.5~-38: tobedecoetedforalongtima 
before adding other ingredients. 

R-ation, sbmac As described uatder Radix Aconiti 
Prcparnta. 

Radix Aconiti Lateralis Preparata 
CWF, Fuzi) 
&cpwd Commaa Moahhcnd nrughta Rcot 

Prepared Common Monkshood Daughter Root is 
the processed daughter root of Aconirum 
mrmichacli Debx. (Fam. Ranunculaccac). ‘l%e 
drug is collected in late June to early August. re- 
moved from the parent root, rootlet and soil. It is 
known as “Ni Fui”, which cm be processed into 
the following commercial varieties: 
(1) Select the large and uniform Ni Furi, wash 
clean and soak over night in edible mother liquor 
Of mineral salt preparation. Add salt, soak and 
take it out to sun-dry and air&y every day. 
Gradually prolong the time for &yness until a lot 
of Salt is crystallized on the surface of the drug 
had its texture becomes hard. Tt is known as “Yan 
Fuzi”. 
(2) Grade Ni Fuzi according 10 sire, wash clean 

’ and soak in edible mother liquor of mineral salt 
PWaration for several days. Boil in the infusion 
thoroughly. Take out, rinse in water, cut longitu- 
dinally into slicea about 0.5 cm in tkickness. Soak 
and rinse in water once again. Stain the slicer 

dark brown and steam them until the slices turn to 
be oily and lustrous. Bake the slices to half-dry- 
ness, and then sun-dry or bake to complete dry- 
ness. Lt is known as “Hei Shunpian”. 
(3) Select the Ni Fuzi of uniform size, wash clean 
and soak in edible mother liquor of mineral salt 
preparation for several days, Boil in the infusion 
thoroughly. Take out, peel the bark and cut Ion-. 
gitudiaally into slices about 0.3 cm in thickness. 
After soaking and rinsing in water, take out, 
steam thoroughly. sun-dry to half-dryness, fume 
with sulfur and sun-dry completely. It is known as 
“Bai Fupian”. 
Dcsdp5hn Yan Fd (Salred &mite Daqhur &or) 
ConiCaL 4-7 long, 3-S cm ia diameter. Extcrnnlly gny. 
isbblack. covered with fiat powder of salt, topped with 
deprclscd bud scars and encircled with tuber&d shon 
rootlcts or rootlet .scars. Tururc heavy. Transversely cut 
$urface yuyirh-brown. showing small ckfu filled with fro 
pordcr of u1( and o pvly~lar cambium ring. and VJSCU- 
iW bUdI amngcd irreplariy inside rLta ring. Odout. 
slight; taste. salty. numb and pungent. 

Hei Shimpian (Bkck Slice) Loagitudinal slices. the uppct 
potion wide and the lower portion narrow. 1.7 - 5 cm 
long. 0.9-3 em wide, 0.2-0.5 cm thick. The outer hark 
bMci&~brown. cut rurface dark yetlow, oily and lustrous. 
traoducenr and showing loagitudiaal vascular bundkr. Tea. 
turn hard acd fragile. Fracture horny. Odour, slight, 
taste. weak. 

&f Puvian (Wkite SNCC) Without outer bark. yellowish. 
white, rnaslucent, abc+vt 3 mm thick. 

Idcacifiitiat To 4 g of the eoerse powder of Hci Sbunpieo 
or Bai Fupiao rdd 30 ml of ether end 5 ml of ammoaia TS. 
&“5j%?6&%‘d&i& ‘fiiter. Trattsfcr the filtrate to a scpa. 
rotor. cxtmct with 20 ml of sulfurii acid solution (0.25 
moVL), scpumtc the acid solution. Carry out the method 
for spccuophotometry (Appeadix V A), the light l bsorp- 
rioa exhibit8 mexlma at 231 nm end 214 om. 

ttmlt rut fer keottiae Weigh 20 g of tbc co~vdc powder 
of Hci shanpiaa. Bai Fupian or Dm Fupian to D stoppcred 
conical f&k, udd 1SO ml of ether, shake for 10 minutes, 
titcn add 10 ml of rmmooia Ts, shekc for 30 minutes. al- 
low to stand for 1 - 2 bows. Evaporate the etha layer to 
dryaus. Diswlvc the residue in 2 ml of dchydmted ethanol 
Y tbc tag solutioo. Diilvc acoaitine CM in dehydretcd 
ethanol to produce a solution containing 2 mg per ml as the 
refercacc solution. Carry om rhe method for thin lsyer 
chromatography (&p&ix M B), u&g rtlulins olumini- 
um oxide as the eoeting substance rod n-hexelle-otbyl ac- 
ctare (1: 1) s the mobile phase. ,tpp& separately to the 
plate 6 ~1 of tbt test solution end 5 pl of the rcferettce aolu- 
data. Mar dcve!opiag md remowl of the place. spray with 
Y mixture of two cquel volwms of pottuaium iodidbiodim 
M ad potusium iodobisrnutb8tc TS. the rizc of the spot 
in chc cbormaroyam cbmiaed with the tlsc solution is less 
than the corruponding spot in the chrometogrsm obtained 
with the nfercncc s01utiaa. or no spot rave& in the CIUO- 
matogmm obtained with the test rolntioo. 

Pm&g Papion ‘Hei Shunpaia” and “Bei F~pir~” are 
ad directly. 

hn Fu~n B&ncb “Ym Fuzi” with water. 2-3 times a 
dry uatil 111 mlt is rhsud wt. Boil toguthcr with Radix 
Glycyrrhizae. black beans rod water until the ceauc of the 
cut surface is devoid of whftc core and Ute cut Jics is numb- 

. 

:. : 
:; 
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136 Radix Acuniti Prqxma 

less to the tongue. &move Radix Glyoyrrhizae and black 
beans. cut the drug into slices, and dry. 
Toeach 100 kg of “Yaa Futi”, add 5 kg of Radix Gly- 
cyrrhizac and 10 kg of blsok beans. 

“Fupiun” (Pracesxd) Scald “Fupian’ with sand S de- 
scribed under the method for scalding (Appendix II D) un- 
til it is inflated and slightly discolourcd. 

Action To cause rcstoratioa from collepss. to supplcmcnt 
body fare and reiuforcc yang. and to dispel wind, wld and 
damp. 

Jndicatiom Collaptc with cold limbs and faint pulse; im- 
potence. frigidity; precordial and lrbdominal pain with cold 
sensation: vomiting and diarrhea or tdcma uctimpanied by 
aversion to cold and cold extremities: c&Is ln patients with 
png d.#&ieaQ; chronic arlhriti3 due to ana& of co&i and 
damp (marked by pus&tent severe joint pain. fii in place 
and accompanied by heaviness sensation aacl numbness). 

Usam l nil’dw 3-U g. 
Recxution Contraindfcatcd in pregnancy. Inwnpatiblc 
with Rhixoma Pinelliac, Fructut Trichoaanthis, J%dbur 
Fritillariac and Rhiaoma Blctillnc. 

Storbgc Pruaw “Yan Fuxi” in well closed containers. 
stored in Y cool and dry place. Preserve ‘Hei Fupian” and 
“Bai Fupiaa’ in a dry place, protacted from moisture. 

Radix Aconiti Pmparata 
(#jjiI&, Zhichuanwu) 

Rocedurr Grade clean &dix Aconiti according to size. 
mauiate ia water until Ub?.re is no dry core. ‘r’akc them 
out. boil in water for 4 to 6 hours (or steam for 6 to 8 
how) until there is no white core in the relatively large 
and solid root and the rastc becomes slightly numb. After 
removal, dry in the uir appropriately. cut into slices. and 
dry. 

Prepared Common Monkshood Mother Root 

The drug is the processed Radix Aconiti. 

Jlescriptho Irrcgulur or cloagatcd triangular slices. Exter- 
aally dark brown or yellowiah.brown, with a greyishbrown 
cambium ring. Texture light and fragile, fracture lustrous. 
Odourlcss. taste, slightly numb. 

Id&ii Complies with tent (2) for Identification de- 
scribed uadu Radix &o&i. 

Qiatm dcoloida Refwwue pre~&don Weigh accuratc- 
ly 20 mg of aconitine CRS to a 10 ml volumetric flask. add 
dehydrate ethand to discolve. and dilute tu the volume. I 
Pnporotbll of cd.i&&m curvt Traasfer accurately 0, 
0.25. 0.50, 1.0, 1.5. 2.0. 2.5 ml of the nfercncc rolu- 
tiw to 25 ml volumetric flask resplctiveJy. add dehydrate 
ethanol to 2.5 ml. add accurately 1.5 ml of alkaline hy- 
droxylamine hydrochloride ‘IX, respectively, and mix W&I. 
Warm on a water bath at GO- 65C for 10 minutes and al- 
low to cool. Add 13 mi of ferric perchiorate TS. mix well. 
and stand for 5 tihutes. Theo add accurately B ml of per- 
cbloric acid T’S, dilute with ferric perchlorate TS to volume, 
mixwell, nadnll~coltaodfor15miautm. csnyoutthe 
method for speetrop&omcuy ( Appadix V 8). using the fist 
solulion as the blank. measure the alsorbanee at 520 mn. and 
prepan the calibration CUNC v&h the absorbance as ocdinatc 
and lhe coaunttadw a!3 ablKka8. 

Amay Weigh accurately 10 g of the powder, ‘and carry out 
the method described under procedure of Diestu alkaloids. 
wing a mixture of cthcr-chloroform (3: k) imtcad of ether, 
beginning at rhc words ‘add 50 ml of ether.**” to “combine 
rbe filtrate and washings. evaporate to dtytuas at a lower 
temperature”. Diasoln the residue in S ml of the mixture 
of et&e.r-chloroform (3:1), evaporate to drynetu. Dissolve 
tbc r&due again in 5 ml of ethanol. add 15 ml of sulfuric 
acid (0.01 moVL) VS. accurately mcaaured. IS ml of wa- 
tee and 3 drops of methyl red IS, and titrate with sodium 
hydroxide (0.02 moV1.) VS until a yellow colour is pro- 
duced Each ml of sulfuric acid (0. 01 m&/L) VS is 
equivalent to 12.9 mg of ~,H.INOI,. 
It conrains not lea than 0.20% of allraloide, calculated pb 
aconitine (C&I&Q,). 

Action nnd indications As described un& Radii Acouiti. 

Usagaanddasrpc 1.5-3g. tobedecoctcdforalongcimc 
before other ingrcdicnb are added. 

Preumtion Used with cautioa in pregnancy. incompatible 
with Bulbus Pritillnriac. Rbiiotua Pirtelliat. Rhito~ 
Blctillao, Radix Ampelopris, Radix Trichosambir. F~UC~US 
Trkhosaothir and Corm Rbimcexi. 

Storage Reserve in a ventilated dry place. 

Radix Adenophome 
(F&b%, Nanshashen) 
FourlcaJ Ladybell Root 

Fourleaf Ladybell Root is the dried root of 
Adcnophoru tetr~pkykz ( Tbunb.) Filch. Of 
Adcnophoru srricrrt Miq. ( Fam. Campanu- 
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Rdure weigh accurately 10 g of rho coarse powder to 
a stoppercd conical flask. add 50 ml of ether and 4 ml of 
ammonia TS. stopper. shake- thoroughly, allow to stand 
over night. and filter. The drug residue is shaken with 50 
ml,of ether for 1 hour, and filter. Wash the reaidve with 
3-4 quantities, & of I5 ml. of ether. and filter. Com- 
bine the filtrate and washings, and evaporate to dryncsa at 
a lower rempereture. Dissolve the residue in 2 rp1 of chloro. 
form. nnd transfti to a scpnrator. Wash the container with 
several quantities of 3 ml of chloroform, and transfer the 
washings to the sepantor. Extract with 3 quantities of 5 ml 
of sulfuric acid (0.05 mol/L). Wash the acid solution witi 
the stune 10 ml of chloroform, succeasivcly combine the 
acid solution. adjust to pH 9 with ammonia TS. and extract 
with 3 quantities .cach of 10 ml, of cblproform. wash the 
chloroform solution with the same 20 ml of water succcs. 
sivcly, combine the chloroform solution. cvuporate to dry- 
ncs at a lower tcmpaature. Dissolve the residue in a quan- 
tity of dehydrate ethanol, trutsfcr the rolurion to a 5 ml 
volumetric flask. wash the container several times with de- 
hydrate ethanol, combine the washings to the volumetric 
flask, dilute with dehydrated ethanol to volume. mix well. 
Transfer accurately 2.5 ml of each of the above solution 
and dehydrate ethanol used m b&k solution, separately to 
25 ml volumetric Flask. Measure the abrorkacc, as de 
scribed under calibration curve preparation, beginning at 
the words “add accurately 1.5 ml of alkeline hydroxylaminc 
hydrochloride TS”, Read and calculate the weight (gg) of 
dicrti-alkaloids in the teat solution from the calibration 
cllme. 
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dc6dmcy ot yin A pwt! term far Let ui bwty fluid, VI. 
\a! aswee rod blood, often muitittJ in cadogcnovr heat 
(KC larJmb1 but). 

deru*y ryndrumc UC tbo lint A &rorrrl turn far &fb 
cicncr of yip end blood of 0s liver. The common Icrtuw 
are dirtiness, h8rdJrhe. irritrbiliry. impirmenl uf vision. 
drynarrofthc eyes. rad mem~wldiwtdcrs. 

beat in ahe 1~ A morbid coodition thrr mry be icon ip 
various infhmmatory di#urr of the rapiratory system 
mukcd by cough with thiett 01 yeUowirh (putukat) s& 
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rac!l othei. act4 dcfiCwncy of the one *III fuul( in &ii. 
awey of thu ohr. many of rhs dagr rcPkaishin# ho kid. 
uy can ruplmdt tha bar mt the nmc time. ~4 vice yam. 
In addition. the !int hrs specific Axtionrhip with the 
eyu. tnd mr*y eye discuses can be tfc1te6 u liver diieucc. 

(2) A prrhologi~ product of oiscued iaut@4i orgau, cqa- 
CiUlly Of th8 tpkUt, whleh in WU my came vuiow m%- 
Us. e.g.. IiaUSer end vomitiog if it affufs rho ttomub. 
prlpitrtion. imptirmeat of coas&waan ot e*M mati if it 
~nvidcr the Atart, scmfuh l d other noMu uadcr the &ii 
if it UCtiXtulUUS SUhWuJ60Wly. Tllnc M0u#a era 
tho@t to be erwcd by ‘phlegm iavisiblr’. u rllcy can be 
dfcctivcly treuhd with the droga uub for the “pAleg 
vi&It”. 
Fhlcgm can be furlhu clrritid into 0dd.pakp. kert- 
phlrgra, drmppbk~m, win&Phkgm mnd Pen&mat 
PA&~. Colbphloym L &rutctiud by fxotby or wrtuy 
rputn whiti& ill eolour. rscoarpaoicd 4th m&r cald 
mwilautioru rn6A as l vcnko co cold or chillins#& HtoI. 
phle#m b amrked by sticky ur purnlcnr lprtum roonpe. 
bid with otltu hcrt manifututiom rwh u fever. tedbocd 
Uque wirk yellow* pury contiq wtd r&d puiw.. 
Dempphkpn ic prodwad 8y rereadon uf drqhp dy*,@.,@m-,, 
fuocrion of the rplau. briam ON ryaptoma web u pro- 
fwe trothy sputum, epiprvie dfste&on, Iu(wI aad vow 
itiog. Wia&phlegm utu8ily eausa hudubo, vurtfo, 
aumbaeu of rbr IiQL. woke or coovu&ionc. Fcrsisent 
p&j#ll is Often seOn in \iqUif@ OWI Of pbk@R lyabrmee 
sub as urltma witb rapbd rtt8eclu; mmia md cpil@ey 
arc ulro etUibutcd 10 pirfcat pblep\. 

pbhpchaa ,rka ad bat in cam8dnDtion Y 8 pa*ic 
fvrcr iflVudiD6 the nrpirrtory 1y~t8m @ad aruin@ t#Wt. 
cou&cxPaetoratwt of Pwufeat sticty rpvlua md -0 

qt Tk kit &meat u( rau~ thu m&u up tbs hmaa 
body wd rgOarb ltle vital wsivitiu. Sllm ItI8 uxbtuau of 
qiinIbm~~M~brpredvldthr~i~r8. 
IMlwt edvhtu d tin wpm wd thcu, it urdly ialplh 
CEe fun- wdvlty. II ekMlatol jr the chwneu end cd* 
bl8b. 8tqwtion of iu 6htuntii may ruult rrom mm- 
tionrl drprrrion. impropu Okt, infadon rrd injury. Md 
ic ofhn maaifuted by &ton&4 tad pin. r)rlidraey of qf 
L Ntcrral 4w dumud funcdoad utivicy. uroclly mani- 
futrd Ey knittl&, liukuanu. IEottnw uf EcutE, qom 
Unecu wuring md wakund pub. Siua uch iactm8J 
Wtw has iU owa fwtctionri utivtti~, dcficf8scy al qf of 
Wfercnt upw auy huve diffsrent mmftaerrioc*. Dm 
(0 promote rile 6ircdotiw of qi 810 hdi~wd in tbr 8tqaa- 
cion cwu, whllo drup to ~oinforcc qi we uud for tbr btfi- 
druey usu. To rrphu tbn flow ot (I( 
for tlutiq disordan in the now of ql. 

is a gecunl unn 



Ii- Of Ck fhf!lming Up ol (LC Ih+fIrC (CXCUJ Of -1, 

On the 0th~ hrod, excus of the one may lead to dcficicn- 
ey of (he other. e.g.. hioh fever (excess of yang) consumes 
the body fluid (yin). 
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TIMYZOROLAm Exhibits Positive Effects On The Prostate: Clinical Study In Support Of 
The Dietary Supplement Claim, “Promotes A Healthy Prostate” 

I. Methods 

Clinical testing of TIMYZQROLATM in humans was conducted between June of 1993 and July 
of 1996, by Uniweal Ltd. and its agents. This testing involved 302 male volunteers with benign 
prostatic hyperplasia (BPH) under a double-blinded protocol. The volunteers were between 40 
and 80 years of age, exhibited an International Prostate Symptom Score (IPSS) (a standard of 
prostate assessment promulgated by the World Health Organization)’ over 13 and maximum 
urine flow rate (Qa below 15 ml/s. They exhibited prostate specific antigen levels (PSA) 
within the normal range (<4 @L). The subjects exhibited no diseases including prostatic 
cancer, ureterostenosis, vesical diverticulum, sclerosis of bladder neck and neurogenic bladder, 
and other diseases including discharge of urine. Patients were excluded from the study who had 
dysfunction of the heart, liver, lung, and kidney, or orthostatic hypotension or mental diseases. 

The 302 volunteers were divided randomly into two groups, with 202 in the TIMYZOROLA* 
group and 100 in the finasteride group (finasteride is an approved drug in the U.S. (finasteride)). 
Both groups were physically similar as indicated by IPSS, Q, and PSA measurements (Table 
0 

Table 1. Group of Volunteers (X * S) 

Group No Average age 

.~ /.. “,..IUT. ~ i . . . 

Average IPSS 
course2 

Qm, Ws) PSA @g/L) 

TIMYZOROLAIM 
Group 

202 71.4 *9.3* 6.4 *3.7* 27.6 &4.2* 9.81 *3.44* 2.2 *0.49* 

Finasteride group 100 69.5 k8.4 6.1 k4.2 26.3 k3.9 10.38 k2.56 1.9 to.31 

* Student’s t-test; two groups not significantly different at 95% confidence n&&& 

The volunteers in TIMYZOROLAW group took two capsules orally per administration and four 
administrations per day for 180 days. One capsule contains 200 mg of TIMYZOROLA~. 

The volunteers in the finasteride group orally took one 5 mg tablet per administration, one 
administration per day for 180 days. Finasteride tablets were provided by Merck SD (China) 
Ltd. Finasteride, an approved drug in the U.S. (finasteride), is an appropriate comparison drug 
for this study because it is the principal drug used in the treatment of BPH. ti PHYSICIANS’ 
DESK REFERENCE 1880 (53ti ed. 1999) (containing the PRQSCAR (finasteride) package insert). 

1 World Health Organization, International Prostate-Symptom Score (I-PSS): The Second Iutemational 
Consultation on Benign Prostatic Hyperplasia, Paris / June 27-30,1993, ISBN 1898452 05 9 (published by 
Scientific Communication Intemational Ltd.). 
2 “Average course” is the average time period of patients having BPH. 
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Starting from one week prior to treatment, the volunteers were not allowed to take any medicine 
which might influence the discharge of urine, such as sexual hormone inhibitors, Lreductase 
inhibitors, and other +reductase receptor blockers. The volunteers were not allowed to take 
picklings, kimchi, sauerkraut, canned food, baked food, soy sauce, vinegar, food containing 
nitrites, excessive pesticide residues, preservative substances, and drinks containing alcohol. 

The following observations were made according to the “Guidelines of Clinical Study of New 
Chinese Drug for Treating Prostate” published by the Ministry of Public Health of China in 
1995: 

(1) 

(2) 

Safety Observation: normal physical examination, routine analysis of blood, urine and 
feces, and examination of heart, kidney and liver function. 
Effectiveness Observation: clinical symptoms, physical signs, routine analysis of blood, 
urine and feces, examination of heart, kidney and liver function, B mode ultrasonography 
on kidney, bladder and prostate, urodynamics test, and test of prostate specific antigen 
(PSA). 

The above examinations were performed weekly before treatment and weekly during treatment. 
The examinations were taken a total of seven (7) times. Therapeutic effectiveness evaluations 
and comparisons were made were made a total of three times. 

The standards of therapeutic effectiveness were defined and used according to the “Guidelines of 
Clinical Study of New Chinese Drug for Treating Pro&te”? “- L 

(a) 

(b) 

w 

(4 

Clinically controlled: primary symptoms and physical signs disappear, IPSS score falls 
to 90% of its original value, and the physicochemical parameters become normal; 
Effectiveness: most primary symptoms and physical signs disappear, IPSS score falls to 
60 to 89% of its original value, and the physicochemical property becomes substantially 
normal; 
Good: primary symptoms and physical signs partly decrease or disappear, IPSS score 
falls to 15 to 59% of its original value, and the physicochemical property begins to show 
good signs; 
Ineffectiveness: primary symptoms and physical signs show no changes or become 
worse. 

Therapeutic effectiveness was analyzed using a Student’s t-test to make pairwise comparisons 
between the before-treatment group and the after-treatment group, as well as within groups. 
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II. Results 

1. IPSS Score and Oualitv of J,ife (OOL) Scor$ 

IPSS and QOL Scores of the TIMYZOROLATM and finasteride groups were determined one 
week prior to the treatment and at weeks 4,8 12, 16,20 and 24 after the treatment. The average 
scores are listed in Table 2. The data show that both IPSS and QOL scores improved throughout 
the duration of the study as compared to the baseline measurement (pc.01) for the 
TIMYZOROLATM group. Having effects similar to the drug finasteride, TIMXZOROLA” 
reduced the symptomatic effects of BPH and thus, supports the claim that ‘“TIMYZOROLATM 
promotes a healthy prostate.” 

3 h World Health Organization, The World Health Organization Quality of Life Assessment (WHOQOL): 
Position Paper from the WHO. Sot. Sci. Med. Vol. 41, No. 10, pp.1403-1409,1995. 
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Table 2. Comparison of IPSS and QOL Scores Before and After Treatment (&S) 

Group Weeks IPSS QOL 

TIMYZOROLA” 1 week before treatment 27.63t4.2 4.71 i0.63 
Group 
(n=202) 4 weeks after treatment 12.4k3.900 2.44 kO.4200 

8 weeks after treatment 9.7 *2.100 2.15+0.36CD 

12 weeks after treatment 7.h2.300 1.97*0.3100 

16 weeks after treatment 5.4*1.9cJ@ 1.91*0.350@ 

20 weeks after treatment 4.9k 1.30@ 1.74*0.430@ 

24 weeks after treatment 4.4* 1.30@ 1.82*0.411X@ 

Finasteride group 1 week before treatment 26.3k3.9 4.45*0.70 
(n=lOO) 

4 weeks after treatment 11.6r4.1 2.39 kO.54 

8 weeks after treatment 8.4 k3.4 2.23kO.39 

12 weeks after treatment 7:2*3-l 2.06kO.45 

16 weeks after treatment 6.3i3.4 , i. 2.01 kO.42 

20 weeks after treatment 5.7k3.1 1.95kO.43 

24 weeks after treatment 5.8k3.4 1.97kO.42 

Student’s t-test 
0 compared to baseline (within the group), ~~0.01; 

0 compared with finasteride group, peO.05; 
@ compared with finasteride group, pcO.01 . 
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2 T Jrine Flow Rate 

Maximum ffow rate (MFR) and average flow rate (AFR) of urine for the two groups were tested 
one week prior to treatment and at weeks 4, 12 and 24 after commencing treatment. The results, 
listed in Table 3, show that MFR and AFR of the TIMYZOROLATM group had statistically 
significant increases, compared to baseline (p<O.Ol), and compared to the finasteride group at 4 
and 12 weeks after treatment (pcO.05) and at 24 weeks after treatment @<O.Ol). 

Table 3. Comnarison of Urine FIc 

TIMYZOROLATM 
group 

fmasteride group 

Itudent’s t-test 

Number 

202 

100 

)w Rate Before and After Treatment (X f S) 

Time of treatment Mm ww JwR (mys) 

1 week before treatment 9.81 k2.76 5.61 r2.68 
I I 

4 weeks after treatment 
I 13.16~4.1400 I 7.65 *3.3000 I 

12 weeks after treatment 
I 15.22 k5.1700 I 9.24*3.4300 I 

24 weeks after treatment 

1 week before treatment 

4 weeks after treatment 

12 weeks after treatment 
,., ..k d..“A,&*;*< 

24 weeks after treatment 

16.67*5.530@ 9.61 i4.240@ 

10.38k2.56 6.24k2.60 

13.60i3.59 7.80 k3.60 

14.23k3.80 8.25ic3.43 

14.79k5.46 8.51 i3.94 

0 compared to baseline (within the group), p<O.Ol; 

0 compared with fmasteride group, ~~0.05; 
@ compared with finasteride group, ~~0.01. 

An analysis of rank-sum test was made on MFR and AFR for the two groups before and after 
treatment. The results show that both MFR and AFR improved for both the TIMYZOROLA” 
group and the finasteride group (Table 4). Both groups exhibited similar reductions in urinary 
flow, which is associated with BPH. 
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Table 4. Comtxu isc 

TIMYZOROLA~ 
group 

Finasteride group 

‘* Rank-sum tes 

MI of Change Rate of Urine Flow Rate Before and After Treatment** 

4 weeks after treatment 

value before treatment. 

* compared with finasteride group, ~~0.05; 
@ compared with finasteride group, p<O.Ol, 
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3. ProsWe Gland Volumsidual Bladder Uti 

The volume of the prostate gland and the amount of urine remaining in the bladder were 
calculated using B mode ultrasonography via rectum for the two study groups before treatment 
and at weeks 4, 12, and 24 after cortnnencing treatment. The results are presented in Table 5. 

Table 5. Comparison of Prostate Volume and Residual Bladder Urine Between Groups Before 
and After Treatm 

Group 

TIMYZOROLA” 
group 

(Il=202) 

finasteride group 
(n=l 00) 

* Change rate = 
treatment 

It (cm3/ml, X k S) 

Time 

Before 
treatment 

Prostate volume 

(cm’) 

56.30 f 17.23 

Change 
rate of 

prostate 
volume 
(%)** 

Residual bladder Change rate 
urine (ml) of residual 

urine of 
bladder 
(%)** 

59.67 k21.03 

4 weeks after 
treatment 

46.37 i8.250 -17.6 23.29 kg.240 -60.9 

12 weeks after 
treatment I 

37.66 *6.2417@ 
I 

-33.1 
I 

17.24 r5.1300 
I 

-71.1 

24 weeks after 34.75 *3.520@ -38.3 6.52 *2.47m -89.1 
treatment 

Before 54.29 f 18.24 58.24 k22.15 
treatment 

4 weeks after 
treatment 

51.67 * 15.43 -4.83 22.66 * 17.59 -61.1 

12 weeks after 
treatment 

47.83 f 12.50 -11.9 19.82 + 13.43 -65.9 

24 weeks afier 43.45 kg.24 -20.0 17.64 k6.22 -69.7 
treatment 

:st value tier treatment.- test value before treatment) / test value before 

Cl compared to baseline (within group), pcO.01; 

0 compared with finasteride group, ~~0.05; 
@ compared with finasteride group, p<O.Ol . 

The results show that the TIMYZOROLAfM group had statistically significant decreases in 
prostate volume, as compared to baseline (p<O.Ol). Compared to the finasteride group at 12 and 
24 weeks afier treatment, TIMYZOROLAW also demonstrated similar effects in reducing 
residual bladder urine as finasteride. 
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4. Therapeutic Effectivenes 

Various symptomatic criteria were weighed and an evaluation of clinical therapeutic 
effectiveness was performed (=Methods, therapeutic effectiveness scaling). These data are 
presented in Table 6. The results show that TIMYZOROLATM has a therapeutic effect on BPH 
that is similar to finasteride. 

Table 6. Comparison .of Therapeutic Effectiveness Categories Between Study Groups 

Group Number Clinically Effectiveness Good Ineffectiveness 
controlled (Number) (Number) 
(Number) 

TIMYZOROLAm 
group 

202 53.46% (108)@ 42.08% (85) 2.48% (85) 1.98% (4) 

Finasteride group 100 33.00% (33) 41.00% (41) 

@ Student’s t test, compared with finasteride group, p<O.Ol . 
17.00% (17) 9.00% (9) 

III. Conclusion 

Subjects taking TIMYZOROLATM had a statistically significant decrease in prostate volume and 
residual bladder urine, compared to baseline at 4, 12and 24,weeks, and compared to the 
finasteride group at 12 and 24 weeks. 

Subjects taking TIMYZOROLATM had a statistically significant decrease in IPSS Score and 
QOL Score, both compared to baseline and finasteride group at 4,8,12,16,20, and 24 weeks. 
Subjects taking TIMYZOROLATM had a statistically significant increase in urine flow rate, both 
compared to baseline and the finasteride group at 4,12, and 24 weeks. 

While only a traditional herbal remedy, TIMYZOROLATM has strikingly similar effects at 
reducing the symptoms of BPH as compared to finasteride, which is an approved drug. 

The data presented support the claim that “TIMYZOROLA~ promotes a health prostate.” 
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